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Mpeagncnosue

1 MOOrOTOBINEH locyaapcTBeHHbIM BHOAXETHBIM 00pa30BaTENbHLIM YUPEXAEHUEM BbICLLETO NpO-
heccuoHanbHoro obpasoBaHusi MepBbIM MOCKOBCKUM TOCYAAPCTBEHHBIM MEAULMHCKUM YHUBEPCUTETOM
umenn U.M. CeueHoBa MuHucTepcTBa sapasooxpaHeHus Poccuickon deaepauun (Mepsbim MIMMY umenn
N.M. CeuyeHoBa) Ha OCHOBE COBCTBEHHONO NEPEeBOAA HA PYCCKUI A3bIK aHIMOA3LIYHOW BEpCuMKU CTaHaapTa,
YKa3aHHOro B nyHkTe 4.

2 BHECEH TexHu4eckum komuteTom no craHaaptusaumm TK 458 «Paspa6otka, npou3BoaCTBO W KOH-
TPOnNb Ka4eCTBa NeKapCTBEHHbIX CPEACTB»

3 YTBEPXXJEH 1 BBEAEH B JENCTBWE Mpukasom deaepanbHOro areHTCTBa No TEXHNYECKOMY pe-
rynupoBaHuio u metponorum ot 10 oktabpsa 2016r. Ne 1344-ct

4 Hactosilmin cTaHAapT MOEHTUYEH MexayHapoaHomMy aokyMeHTy ICH Q1A:2003 «M3yyenne ctabunb-
HOCTW HOBBIX (hapMaLEeBTUYECKUX CyOCTaHUmMii U nekapcTBeHHbIX npenapatoB» (ICH Q1A «Stability testing
of new drug substances and products», IDT) MexayHapoaHON KOH(EPEHUMN NO FapMOHM3aLUKU TeXHUYe-
CKknx TpeboBaHuin ANa perncrpaunm nekapcTBeHHbIX CPeacTB Angd MeauumHcekoro npumeHenus (International
Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use;
ICH)

HaumeHoBaHue HACTOSILLEro CtaHAapTa U3MEHEHO OTHOCUTENbHO HAUMEHOBAHUA MEXIYHAPOAHOIO A0-
KyMeHTa B CBSI3W C 0COGEHHOCTSIMU NOCTPOEHUSA MEXIOCYAAaPCTBEHHOW CUCTEMBI CTAaHAAPTU3ALIUN.

5 BBEJEH BIMEPBbIE

lpasuna npumMeHeHuUs Hacmoswe2o cmarndapma ycmaHoerneHbl 8 cmambee 26 ®edepanbHo20 3aKoHa
«0O cmaHdapmu3sayuu e Poccutickoli ®edepayuu». Hgopmayus 06 usMeHeHUsIX K HacmosueMy cmaHoap-
my nybnukyemcs 8 exe200HOM (110 COCMOAHUIO Ha 1 AHeaps meKyweao 200a) uHhopMayUOHHOM yKaszamerie
«HauuoHaneHbie cmaHlapmbly, & 0huyuanbHbil mekem usMeHeHull U nonpasok — e eXxemMecsayHo uszdaesa-
EeMOM UHGOPMaUUOHHOM ykadamene «HayuoHanbHble cmaHéapmel». B criydae nepecmompa (3aMeHbi) uniu
omMeHbI Hacmosueeo cmaH@apma coomeemcemeyiouiee yeedomneHue bydem onybnukoeaHo 6 bruxaliuem
BLIMYCKE EXEMECSYHO20 UHGHOPMaUUOHHO20 yKkasamensa «HauyuoHanbHbie cmaHdapmbiy. Coomeememeyio-
was uHghopmayus, yeedomreHue U mekcmsoi pasmewaromes makke 8 UHGopMayuoHHOU cucmeme obuiez0
nosib308aHus — Ha oghuyuanbHoM calime dedepasnibHo20 azeHmemea rno MexXHUYeCcKoOMy pe2yriupoeaHuio u
memposnoauu (www.gost.ru)
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Hacrosiuin cTaHaapT He MOXET ObiTb MOMHOCTHIO MU YACTUYHO BOCNPOU3BEAEH, TUPAXUPOBAH U pac-
NPOCTPaHEH B kayecTBe ohuLumManbLHOro usaanus 6es paspeluenns denepanbHOro areHTCTBa N0 TEXHUYECKO-
My PerynmpoBaHuiO N METPOSOrnK
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BBeaeHue

Llenbto 4aHHOro cTaHaapTa AABNSeTcs yCTaHOBNEHUEe euHbIX CO cTpaHamu EBponernickoro cotosa, Coe-
AWHEeHHbIMKU LLTatamn AMepukn, ANOHUKM 1 Apyrux CTpaH, NPMMEHSIIOLLMX MexayHapoaHbie pykosoactea ICH,
NoAXoAO0B K N3Y4EHUIO CTabUINbHOCTU HOBbIX (hapMaLEeBTUYECKUX CyOCTaHLMIA M NekapCTBEHHbIX MPenapaTos.

B craHpgapre npuBeAEHO OMUCAHUE OCHOBHOTO 0ObEMa AaHHbIX N0 CTabuMbHOCTU HOBLIX (hapMaues-
TU4eCKMX CyOCTaHUMIA U NEeKapCTBEHHbIX NpenapaTos, TPebylowerocs AN BKMIOYEHUS B PETUCTPALMOHHOE
Jocbe, Npu 3TOM obecneyeHa AOCTATOMHAA TMOKOCTb NMPUHATUS PELUEHUI B PA3NUYHBIX NPAKTUYMECKUX CUTY-
auusax, Heobxoaumas BCNeacTBME 0COObIX HAaYUYHbIX NOMOXEHWI U NapaMETPOB OLEHMBAEMbIX MaTepuarnos.
Mpu HanMuMn Hay4HO 0BOCHOBAHHBIX MPUYMH MOTYT ObITb UCMONb30BaHbI anNbTePHATUBHbLIE NOAXOAbI.

Hacroawmin crangapt maeHtuden Pykosoactey ICH Q1A no usyyeHuio ctabunbHOCTU HOBbIX ddapma-
LeBTUYECKNX CyOCTaHLMI 1 nekapcTBeHHbix npenaparos (ICH Q1A Stability testing of new drug substances
and products) MexayHapoaHON KOHMepeHUMN N0 rapMOHM3aLUU TEXHUYECKUX TpeboBaHui Ans perncrpa-
LMK nekapcTBEHHbLIX CPEACTB ANA MeauumHcekoro npuMeHeHus (International Conference on Harmonisation of
Technical Requirements for Registration of Pharmaceuticals for Human Use; ICH).

) C 25 okTs16ps 2015 rona nepermeHoBaH B MexzayHapoHbIi COBET Mo rapmoHuaaLym (Council for Harmonisation ICH).
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HALULMWOHANBbHBIAN CTAHOAPT POCCUMNCKOWN SEAEPALUUMU

JIEKAPCTBEHHBIE CPEACTBA AN MEAUMUMHCKOIo NPUMEHEHUA
Yactb 1

M3yyeHue cTabUNbHOCTU HOBbIX (PapMaLeBTUYECKMX CYOCTaHLMIA U NIeKAPCTBEHHbIX NpenapaToB.
OO0LwWwue NonoxeHus

Medicines for medical application. Part 1. Stability testing of new drug substances and products. General

Dara BBegeHusa — 2017—05—01

1 O6nacTtb NnpUMeHeHus

CTaHgapTom onpegerneHa nHdopmMaums, BkoyaemMas B MexXayHapoaHoe perncTpaunuoHHoe 4ocbe Ha
HOBbl€ (hapMaLeBTUUECKUe cybcTaHLmmu (MOMEKynbl) U U3rOTOBIMEHHbIE U3 HUX Npenaparbl. [JaHHbIM cTaHaapT
HE COAEPXUT MHCPOPMALIMIO, BKITIOYAEMYHO B PETMCTPALIMOHHOE 0CHE HA BOCIPOU3BEAEHHbIE NEKAPCTBEHHbIE
CpeacTBa, USMEHEHUs1 B PErMCTPaLmMOHHOE A0Cbe, AOKYMEHTaUUIo AN KNMHUYECKUX uccneaosaduin n ap. Mpm
noAroToBKe perucTpaumuoHHOro Aocke AN rocyaapCcTBEHHON perucTpauum B ctpaHax ESC cneayer, B nepsyio
oyepeib, PYKOBOACTBOBATLCSA HOPMATUBHbLIMW NPABOBbLIMU aKTaMK COK03a U 3TUX CTPaH.

OcobeHHOCTM nopsigka oTbopa 06pa3uoB M NPOBEAEHUSI UCTILITAHUIA ONpEeAEeneHHbIX NeKapCTBEHHbIX
dopM B npeanaraemoi ynakoBke ¢ YKYNOpOUHbIMU CPEACTBAMU HE BKIIOUYEHbI B HACTOSALUMIA CTaHAAPT.

Bonee nogpobHas nHdopMauma No TEXHUYECKUM TPeBOBaAHUAM K HOBLIM NIEKapCTBEHHbLIM hopmam K
BunoTexHonornyeckum/buonoruyeckuMm npenaparam cogepxmntca B pykosogacreax ICH Q1C u Q5C cootBeT-
CTBEHHO.

1.1 O6wMe NpUHUMNbI

Llenb pa6ot no uccnegoBaHuio CTabUNbHOCTU: NOMyYEHUE JOKYMEHTUPOBAHHLIX AAHHbLIX 00 U3MeHe-
HUM KavecTBa (hbapMaLIEBTUYECKO CYyOCTaHUMKU UM NEKApCTBEHHOTO Mpenapara B TEYEeHWe BPEeMEHU Mof,
BNUsIHUEM (PAKTOPOB OKpYXKaloLLel Cpeabl, TaKMX Kak Temneparypa, BNaXxHOCTb, CBET; U YCTAHOBNEHNE PEKO-
MEHAYEMbIX YCMOBUIA XpAHEHUSI U CPOKa UCNONb30BaHUA — Ans hapMaLieBTU4eCcKon cybcTaHumMm unm cpoka
rogHOCTH ANA NeKapCTBEHHOro npenapara.

BbiGop yCroBuil UCMILITAHMIA, ONUCAHHLIX B PYKOBOACTBE, OCHOBAH HAa aHanu3e BAMAHWA KNUMaTU4eCKuUX
ycnoeuit B EC, Anonuu u CLLA. CpeaHss KMHETMMECKas TemnepaTypa B nio6oi yactn Mupa MOXeT ObiTb pac-
cuuTaHa No KNMMAaru4eckuM AaHHbIM, U MUP MOXHO pasaenuTb Ha YeTbipe KNnuMaTnyeckue 3oHsol, |-IV. B aaHHOM
PYKOBOACTBE PAaCCMOTPEHBI YCIOBUS UCCNEA0BAHNA CTaOUNbHOCTH, YCTAHOBMNEHHLIE AN KNUMAaTUYECKUX 30H | U
Il. BbINO COrMAacoBaHO, YTO AaHHbIE N0 CTaGUNBHOCTU, NOMyYEHHbIE B OAHOM U3 pernoHos EC, CLUA u AnoHun,
OyayT B3auMHO NpU3HaHBI B ABYX APYrMX PeruoHax, ecnu uHgopMmauus CoOTBETCTBYET TPebOBaHUAM HACTOs-
LLero pykoBoACTBA M MApKMPOBKa CAenaHa B COOTBETCTBUM C HALMOHANbHLIMU/PErnoHanbHbIMKU TPEOOBaHUAMM.

2 PyxoBoacTBa

2.1 ®apmaueBTHMYECKME CYOCTaHLUU

2.1.1 O6wme npUHUMNbI
[anHble no ctabunsHocTM hapmaLeBTUHECKOW CybCTaHLMU ABMIAIOTCH HEOTHEMIIEMOW YaCTbio CUCTe-
Marm4ecKoro nNoAxoAa K OLeHKe CTabunbHOCTHU.

N3panne opuumanbHoe
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2.1.2 AcnbiTaHue CTaBUNBLHOCTU B «CTPECCOBBLIX» YCIIOBUAX

McnbitaHne ctabunbHOCTU hapMaLeBTMYECKOW CyOCTaHUUKU B CTPECCOBbIX YCIOBUAX (CTPECCOBbLIE UC-
MbITAHUS)) MOXET MOMOYb B MAEHTUpMKaumMn Hanbonee BEpPOATHLIX NPOAYKTOB pa3noXeHus (aerpagauuu),
YTO, B CBOK 0YepEdb, MOXKET NOMOUYb ONPEAENUTb NYTW PA3NOXEHUSA AEeWCTBYIOLLETO BELLECTBA U BHYTPEHHIO
CcTabuNbHOCTL MOJEKYIbI, a TaKKe NOATBEPAUTb MPUrOAHOCTE UCMOMNb3YEMbIX aHANUTUYECKUX METOAUK Ansi
OLIEHKM CTabUNbHOCTU. XapakTep CTPECCOBLIX YCNOBUI ByaeT 3aBMCETL OT ONpeaeneHHon gapmavuesTuye-
CKOVi cyBCTaHUMM 1 TUNa NPOU3BOAUMON U3 HEE NEKapCTBEHHON ¢hOpMbI.

MenbiTaHusA B CTPECCOBbLIX YCMOBUAX, KAk NpaBumo, NPOBOAATCA HA OAHOM cepumn hapMaLeBTUYECKOW
cy6ctaHumu. MnaH 3KkcnepuMeHTa AOSKEeH BKOYaTh U3YYEHWe BRAUAHUA Pas3fUYHbLIX TEMMepaTyp, npeBbl-
LaKOLLMX YCNOBUA «YCKOPEHHOT0 cTapeHusy, ¢ uHtepsanom no 10 °C (Hanpumep, 50 °C, 60 °C u 1.4.), Bnax-
HOCTM (HanpuMep, NPW OTHOCUTENbHON BNaXHOCTU 75 % u Gonee) u, ecnu npuemMnemo, BNIUSTHUE OKUCTIEHUA U
doTonuaa. JJomkHa GbiTb M3y4eHa NOABEMKEHHOCTL (papMaueBTUYeCkon cybcTaHumu (B BUAe pacTtBopa umm
CYCMEH3MKN) rmaponuay Ha LUMPOKOM guanasoHe 3HavyeHuin pH. HeoTbeMmnemon 4acrbio uccrnegoBaHuAa cra-
OUNBHOCTU ABNSETCA M3ydYeHne PoTocTabunbHOCTU. CTaHAAPTHBIE YCNOBUSA UCTILITAHUS POTOCTAOUIBLHOCTH
npuseaeHsbl B pykosogcree ICH Q1B.

M3yyeHue npoaykTOB pasnoXKeHWs B CTPECCOBbIX YCIOBUAX NMOMOTAET B ONpeAeneHun nyTen pasno-
YKeHUs1 AENCTBYIOLLEro BeLlecTsa, pa3paboTke M Banuaauun NPUroaHbIX aHanUTUYECKMX MeToauk. OaHako
OTAEeNnbHOe U3y4YeHME ONpeaeneHHbIX NPOAYKTOB PA3NOXEHUSA HE ABNAETCA 00s3aTefbHbIM, ecnu Obino ycra-
HOBMEHO, YTO OHU HE 0BPa3yIoTCA B YCNOBUAX YCKOPEHHOTO UM €CTECTBEHHOrO (ANUTENbHOIO) CTapeHus.

Pesynerarbl 9TUX UCMbITAHUA ByayT NPEACTaBhATb HEOTHLEMAEMYIO YacTb AAHHBIX MO CTabUMBLHOCTH,
NpeacTaBnsAEMbIX B PErYNSATOPHbIA OpraH.

2.1.3 Bei6op cepun

[aHHble perncTpaunoHHbIX (0hnumanbHbIX) MCCNeaA0BaHUI CTAOUNBHOCTU AOMKHbI ObITb MONYYEHbI NO
KpanHeln Mepe Ha TpeX OMbITHbIX cepusix chapmaueBTudeckon cyberanumm. Cepun 4omkHbl ObiTb Npousse-
A€Hbl, KaK MMHUMYM, B ONbITHO-NPOMBILLIEHHOM MacluTabe ¢ CNOsb30BaHUEM aHANOTMYHOTO NYTU CUHTE3a,
MeTOoAa NPOM3BOACTBA W Onepauui, KOTOpbIE BOCNPOM3BOAAT NAAHUPYEMBbIA TEXHONOMMYECKUI NpoLiece Ans
MPOMBILUNEHHBIX cepuii cybeTaHuun. OCHOBHbIE NMoKasaTenu kadectTsa cepuit hapMaueBTUYHecKol cy6CTaH-
LMK, UCNoMb3yeMbIX B UCCNEAOBaHUAX HA CTabUNbHOCTL, AOMKHLI COOTBETCTBOBATL Ka4eCcTBy maTtepuana,
NPOW3BOAMMOrIO B NPOMBILLNEHHOM MacLuTabe.

MoryT 6bITb NpeacTaBneHbl Apyrne AONOSIHUTENbHbIE AAHHbIE.

2.1.4 YnakoBKa ¢ yKynOopoO4YHbIMU CpeacTBaMu

WcenepoBaHus ctabunbHOCTM AOMKHbI MPOBOAUTbL HA (DapMaLIEBTUYECKOW CyOCTaHLMK, ynakOBaHHOW B
KOHTEeWHepPbl C YKYNOPO4HbIMU CPEACTBAMU, aHANOTMYHBIMK UITU BOCMIPOM3BOASALLMMU YNAKOBKY, NPEATNOXKEH-
HYI0 B PEMMCTPALMOHHOM A0CLE AN XPAHEHUSA U Bbinycka B oOpalleHune.

2.1.5 Cneundunkaummn

Cneumndukaums, npeacrasnaoLwas cobor nepeyeHs nokasartenei Ka4ecTBa, CCbINIOK HA aHanuTu4e-
CKue MeTOAMKM U mpeanaraembix HOPM, onucaHa B pykoBoacTteax ICH Q6A u Q6B. fononHutensHo Tpebo-
BaHUA K YPOBHIO COAEMKAHMA NPOAYKTOB Pa3noXeHus, NPUCYTCTBYIOLUX B hapMaLeBTMYECKON cyGcTaHumu,
onucaHbl B pykosoactee ICH Q3A.

NcecnegoBaHua cTtabunbHOCTM OMDKHBI BKIIOYATh UCTILITAHKSA MOKa3aTtenel kayecrtesa dpapmaueBtuye-
ckou cybCTaHUMM, KOTOpblE NOABEPXKEHbI M3MEHEHUSIM B NPOLIECCE XPAHEHUS, U C BbICOKOW BEPOATHOCTbIO
MOTyT OKa3aTb BNUSIHUE HA ee KayecTBo, 6e30nacHOCTb u/unu apdeKkTMBHOCTL. B x0a€e nccneaosanus aomk-
Hbl NPOBOAUTLCA, €CNU NpUemMnemMo, pusnueckue, xummyeckue, Guonoruyeckue n MUKPodGUonormyeckue uc-
NbITaHWA. [insi NnpoBEAEHUSI UCTILITAHUI CNieayeT UCMONb30BaTb BAaNUANPOBAHHLIE aHANUTUYECKUE METOAUKM,
NPUroAHble AN OLEHKU cTabunbHOCTU. [pumMeHeHne NOBTOPHOCTEN U MX KONU4YeCTBO ByayT 3aBUCETL OT pe-
3ynbLTaToOB BanuAaLMOHHLIX UCCIIEA0BaHUM.

2.1.6 YactoTta npoBeae€HMA UCNbITAHUNA

[na AnuTenbHbIX MCCNEAOBaHMIA YacTOTa NPOBEAEHUS UCTIbITAHUI AOMKHA obecne4unBaTb yCcTaHoBne-
Hue npodounsa ctabunbHOCTU hapMaveBTUieckon cyocTaHumu. [na hapmauesTuyeckux cybcrTaHuui ¢ npea-
naraeMbiM CPOKOM MCMOJNIb30BaHUS! HE MeHee 12 MeC, YacToTa NPOBEeASHUS UCNLITAHUI B YCNOBUSIX ANUTENb-
HOro XpaHeHus (crapeHust) 0ObIMHO COCTABIIAAET KaX(ble 3 MEC B Te4EeHUE NEPBOro roga XpaHeHusl, KaXable
6 Mec. B Te4EeHMe BTOpOro rofa 1 3aTem eXeroaHo A0 NpeanaraeMoro Cpoka UCnonb30BaHUA.

Mpu wecTumeca4yHOM YCKOPEHHOM UCCNEAO0BaHMU CTabUNBHOCTU PEKOMEHAYETCA NPOBOAUTL UCTbLITA-
HUSl HE MeHee Tpex pa3, BKIoYas UCMbITAHWUA NPU 3aKnagke Ha XpaHeHue U NpU 3aBepLUeHn UCCneaoBaHus
(Hanpumep, 0, 3 n 6 mec.). Ecnu umelotcsa npeanonoxeHus (MCxoaa M3 onbiTa, NOAYYEHHOro Npu paspa-
6oTKe cybCTaHumm), YTo pesynbrartbl YCKOPEHHOIO MccrnenaoBaHusa 6yayT GnM3ku K KpUTEPUSIM 3HAYUTENbHbIX

2
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M3MEHEHUI, CneayeT NPOBOAUTL PACLUMPEHHbIE UCCIEA0BAHMA UNKU NYTEM UCNLITAHUS AONOMHUTENLHOTO KO-
nuyecrea obpasLOB NPY OKOHYaAHUMKU UCCNEAOBAHUSA, UM NYTEM BKMIOYEHWA B NNaH UCCea0BaHNSA A0MNOMHN-
TENbHON BPEMEHHOW TOUKM.

[nsa nposegeHna 12-mecAa4HOro NPOMEXYTOYHOTO nccneaoBaHma crabunbHoCTU, 0ByCnoBNEHHOTO Bbl-
SIBMIEHUEM 3HAYUTENMbHbIX M3MEHEHMI NPU YCKOPEHHOM UCCReAO0BaHWW, PEKOMEHAYETCA UCNOMb30OBaAHME MO
KpanHen Mepe YeTbIPeX BPEMEHHbIX TOYEK, BKIHOYAsA MCNbITAHWUS NPU 3aknagke Ha XpaHeHWs 1 nNpu 3aBepLue-
HUKM nccnegosaHus (Hanpumep, 0, 6, 9 n 12 mec).

2.1.7 YcnoBua xpaHeHus

B uenom, uccnegosaHue ctabunbHOCTM dhapmaLe BTUMECKO CyDOcTaHuUmmn cneayet npoBoAUTb B YCIOBK-
AX (C AONYCTUMbIMW OTKIMOHEHUSIMU), KOTOPbIE 00eCcneYnBaloT NPOBEPKY TEPMUYECKON CTabUNBbHOCTM BELle-
CTBa W, €Crn NPUMEHUMO, €r0 YyBCTBUTEMNbLHOCTL K Briare. BolOpaHHbIe YyCNOBUA U ANUTENbHOCTb NPOBEAEeHUs
nccneaoBaHuin CTabunbHOCTM A0SMKHBI 06ecnevmBaTthb NonyvYeHne JaHHbIX O 3aaBAAEMON B PErMCTPaLMOHHOM
J0Cbe CTabunbHOCTU CyOCTaHUMM NPU XpaHEHUU, TPAHCMIOPTUPOBaHUM U NOCNEAYIOLLEM UCNONb30BaAHUMN,

Ha party nogaum B peructpauuoHHOM A0CbE AOSMKHbI ObITh NpeAcTaBreHbl AaHHbIE MO ANUTENBLHOMY
(monrocpo4YHoMy) MccnenoBaHuio, Mo KpanHen Mepe, B TedeHne 12 Mec He MeHee YeM TpeX OMbITHLIX CEPU
dhapmaLeBTUYECKOI CyOCTaHLMK, U UCCRef0BaHUE AOMMKHO NPOAOKaTLCA, YTOOLI MOATBEPAUTL €€ CTabusb-
HOCTb Ha MPOTAXEHUM 3aSABMEHHOTO CPOKA UCMOMNb30BaHuA. Mo TpeboBaHUIO PEryNATOPHOrO opraHa AOMKHbI
ObITb NpPeAcTaBMeHbl AOMOSNHUTENbHbIE AAHHbIE, MOMYYEHHbIE B XOA4€ 9KCNEPTU3bl PErncTPaLMOHHOrO 4OChE.
JaHHble YCKOPEHHbIX UCCNeA0BaHUi CTabUNbHOCTU U, €CNKN NPUMEHMMO, NPOMEXYTOUHBIX UCCREA0BaHUN MO-
ryT ObiTb MCMONb30BaHbI AN OLEHKM KPaTKOCPOYHbIX HAPYLLUEHUI YCMOBUIN XPaHEHWUS, YKa3aHHbIX B MapKu-
poBke (HanpuMep, NPu TPAHCMOPTUPOBAHUMN).

Ycnosus Ana AnUTenbHOro nccnegosaHnAa, YCKOPEHHOro uccneaoeaHna M, ecnm npumMeHnmMo, npome-
YKYTOYHBIX UCCNEAOBAHUIA NPUBEAEHBI B MOCneayowmx pasaenax. MNpuHuunsl obLLero cnyyas MCNonb3yoTcs,
ecnu dpapmaueBTMyeckas cybcTaHuMsa He yka3aHa B MOCNeAyLmMX OTAenbHbIX pasgenax. Moryt 6biTb uc-
NONb30BaHbl anbTEPHATUBHbIE YCIIOBUSA UCCNEeaoBaHMi, €Cnn 3T0 060CHOBAHO.

2.1.7.1 O6wmin cny4yan

MuHuMansHaa gnutens-
Tun nccnegosaHua Ycnosua xpaHeHusa o6pasLpoB HOCTb UCCNefoBaHNA Ha
AaTy noAauun agocbe

OnuTensHoe uccnegosaxHne™ 25 °C (*2) n oTHocUTenbHan BnaxHocTb 60 % (+5) 12 Mec
Mnu 30 °C (+2) n oTHOCUTENbHasA BNaXHOCTL 65 % (+5)

MpomexyTouHble uccnegoaHua™ | 30 °C (£2) n oTHocUTeNbHaRA BNAXHOCTL 65 % (+5) 6 Mec

YcKkopeHHoe nccneaosaHue 40 °C (+2) n oTHOCUTENbHAA BNAXHOCTb 75 % (15) 6 Mec

*3aaBUTENb CaMOCTOATENBHO ONpeAEnAET YyCNoBUA ANUTENbHOro uccnefosaHus npu 25 °C (+2) n 0THOCUTENbHOI
BnaxHoctn 60 % (£5) unun 30 °C (+2) M OTHOCUTENBHON BNAXHOCTU 65 % (+5).

**[na ANUTeNBHOro nccneaosaxus B yenosusax 30 °C (£2) npu 0THOCUTENBHOMR BRaxHocTn 65 % (+5), ycnosua npo-
MEXYTOYHOrO UCCNEAOBaHUA OTCYTCTBYIOT.

Ecnu B X0ae ANUTENbHOTO UCcneoBaHuA ctabunbHOCTH Nnpu Temneparype 25 °C (£2) u OTHOCUTENbLHOMN
BnaxHocTu 60 % (+5) 6bINO BLIABNEHO «3HAYUTENBHOE» U3MEHEHME B MoOOI Nepuos BpeMEHU LueCTUMe-
CAYHOrO YCKOPEHHOTO UCCNEAOBaHUS, TO C LIENbIO BbIBMIEHUA 3HAYUTENBHBLIX UBMEHEHUI AOMKHbI ObiTb NPO-
BeAEHbl AONOSIHUTENbHBIE NPOMEXYTOUYHbIE UCCNEA0BAHUS CTAOMNBHOCTU. [POMEXYTOYHLIE UCCNEeAOBaHUsA
AOMKHbI BKNIOYaTb NPOBeAEHUE BCEX UCNbITAHWN, ecnu apyroe He 060CHOBaHO. B nepBoHa4anbHOe peru-
CTPaUMOHHOE A0CbE AOMKHbI ObITb BKIIOYEHb! AAHHbIE 32 LWECTb MeCAUeB 12-MeCcSYHOro NPOMEeXyTOYHOTO
uccneaoBaHusl CTabUNbHOCTHU.

MoAa «3HauUTENbHLIM U3MEHEHUEeM» hapmaueBTUYECKON CyOCTaHLMKN NOHUMAETCA €e HECOOTBETCTBUE
cneundurkauuu.

2.1.7.2 dapmauesTudeckue cybcraHumm, npeaHasHavyeHHble Ans XpaHEeHUs B XONoAUNbHUKE

MuHuManbHaa AnuTens-
Tun nccnepgosaHua Yenosua xpaHeHua o6pasLioB HOCTb UccnenoBaHuA Ha
AaTy nojavu aocbe

OnuTensHoe uccrnegosaxune 5°C (£3) 12 mec

YckopeHHoe uccnegosaHne 25 °C (+2) 1 oTHocUTenbHas BnaxHocTb 60 % (15) 6 Mec
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[aHHble no uccnesoBaHUIO CTabUNBLHOCTM NPY XPaHEHUU B XONMOAMUIBHUKE OLEHUBAIOTCSA, KaK yka3aHo B
pasaene 4aHHOrO PyKOBOACTBA M0 OLEHKE pe3yrisTaTroB UCCNEA0BaHUIA, 32 MCKMIOHEHNEM NPUBEAEHHBIX HUXKE
cny4yaes.

Ecnu 3HaumMTenbHOE M3MeHeHue Obino BbISIBNEHO MEXAy TPETbUM U LLECTbIM MECSALaMU YCKOPEHHOTO
nccneaoBaHus, npeanaraembiii CPOK UCMONb30BaAHMA AOIDKEH PACCYMTBLIBATLCA HA OCHOBAHUW AAHHBIX O CTa-
6MﬂbHOCTVI, NONYYEHHbIX NPU ANUTENBHOM UCCNEN0BaHUN B 3aABNACMbIX YCIOBUAX XPAHEHUA.

Ecnu 3HauuTensHoe uameHeHne ObINo BbISIBIIEHO B NEPBbIE TPU MECSILA YCKOPEHHOTO UCCNEAOBaHUS,
TO AOMKHO ObITb NPeACTaBneHo 06CYXaeHUe BNUSIHUS KPaTKOCPOYHbIX HAapyLUEHWUI YCNOBUW XPaHEHUS, YKa-
3aHHbIX B MApPKMPOBKE, HAaNpUMEP Npu TPaHCMOPTUPOBaHUM unu obpabotke. 310 o6CyxaeHne Moxer ObiTb
noAKPeNnneHo, eCnu NPUEMIIEMO, AaHHbIMU NOCNEAYIOLLET0 UCCNEA0BaHUS CTabUNbLHOCTU Ha OQHON cepun
chapmaueBTMUeCkol cybcTaHumMn B TeYEHUe KOPOTKOro, MEHee Tpex MecsleB, nepuoaa BpemeHu ¢ Gonee
4acTbiM, YeM 0ObIYHO, NpOBEAEHMEM UCTbITAHMIA. CUuMTaeTCa HeuenecoobpasHbiM nNpoaomkeHne 6-mecsay-
HOTO UccneaoBaHusi CTabUNbHOCTU, ECNU 3HAYUTENBHOE U3MEHEHUE ObiNo BbISBNEHO B NEPBbLIE TPU MecaLa
nccneaoBaHus.

2.1.7.3 dapmaueBTuyeckue cyocTaHumu, NnpegHa3HayYeHHbIE ANs XPaHEHUA B MOPO3UNbHOW Kamepe

Tun uccnegosaHus YcroBus XpaHeHus MuHUMarbHasA ANUTENbHOCTB UCCNIeA0BaHUA Ha AaTy NOAaYMN AOCke

OnuTtenbHoe UccnegoBaHne | 20°C (¢5)°C I 12 mec

[nsa dapmaueBTMyecknx cy6CcTaHUmie, NPEeAHA3HAYEHHbIX ANS XPAaHEHUS B MOPO3UNbHON Kamepe, CpoK
MCNOMb30BaHUS CriefyeT yCTaHaBNWBaTh HA OCHOBAHUM (PAKTUYECKUX AAHHBIX O CTaOUNBHOCTYU, NOMYYEHHbIX
npu ANUMTENLHOM UCCNEAO0BAHUU. YUUTbIBAsA OTCYTCTBUE YCIOBUIA ANsl YCKOPEHHOTO UccneaoBaHus crabunb-
HOCTM (hapmaLeBTUYECKMX CYyOCTaHUMMI, NPEeAHA3HAYEHHBIX AN XPAHEHUS B MOPO3UNbHOW KaMepe, Ha OaHON
cepum cybCTaHLMK B YCOBUSIX NOBLILLEHHBbIX Temnepatyp [Hanpumep, npu 5 °C (£3) unu 25 °C (£2)] B Teue-
HWe NMPUemMneEMOro nNepmoaa BpeMeHU 4OMKHO ObITb NPOBEAEHO U3YYEHME BAUSAHUA KPATKOCPOUHbIX HapyLue-
HWI YCMNOBUI XpaAHEHUS], YKa3aHHbIX B MapKUPOBKE, HAaNpUMep Npu TPaHCMOPTUPOBaHWUM unn 06paboTke.

2.1.7 4 dapmauesmnueckue cybcTaHUMK, NpeaHasHa4YeHHbIE AN XpaHeHUsa Npyu Temneparype Huke —20 °C

Mnaxbl nccnegoBaHus CTabunbHOCTH hapMaueBTUHECKUX CYOCTaHLMIA, NpeaHA3HAYeHHbIX ANS XpaHe-
HUS Npu Temneparype Hike —20 °C, paspabaTbiBaloT MHAUBUAYANBHO ANA KAXA0ro cnyqas.

2.1.8 O6sA3aTenbCTBa NO NPOBEAEHUIO MCCIIeAOBaHUA CTAOUITBHOCTH

Mpu OTCYTCTBUM Ha AaTy perucTpauun NpoaykTa AaHHbIX ANIMTENBHOTO UCCNEA0BAHUS ONbITHBLIX CEPUI
cybCTaHUmMM B npeanaraemMblix YCIIOBUSIX XPaHEHUs1 0 ee CTabUnbHOCTU Ha BECh 3asiBNSIEMbIN B PErMCTPaLMOH-
HOM [OCb€ CPOK MCMOMb30BaHMSA AOIMKHbI ObiTb B3ATbI 0083aTENLCTBA MO NPOAOINKEHUI0 UCCNEA0BaHUN CTa-
OUNBHOCTU B NOCTPErMCTPALMOHHbBIN NEPUOA C LIENbIO JOCTOBEPHONO NOATBEPXKAEHUSI CPOKA UCMOSb30OBAHMSI.

Ecnu perncrpaumoHHoe J0Cbe COAEPXKUT AaHHbIE O CTAOUNBLHOCTHU, NONyYEHHbIE NPU ANUTENLHOM UC-
crneaoBaHuMmM TpeX NPOMBbILLSIEHHBIX CEpPUi B NpeanaraeMblX YCIOBUSIX XPAaHEHUS! HA BECb 3asIBNIEHHbIA CPOK
MCMONb30BaHus, T0 0653aTenbCTBO O NPOBEAEHUU UCCNEA0BAHMI CTabUNbHOCTM B MOCTPErMcTPaLMOHHbIN
nepuwoj He 'rpe6yeTc;|. B ocTanbHbIX cny4yasx 3asgsBuTenb AOIDKEH BbINONMHUTL OAHO U3 HUWXKENepeunCneHHoro:

1 O6s13aTenbCTBO NO NPOAOIMKEHUIO UCCIIe0BaHUI CTabUNbHOCTU HA NPOTSHKEHUU BCETO 3asIBIIEHHOIO
CpoKa UCNOMb30BaHWUA, ECMM B NPEACTABMNEHHOM PErMCTPALMOHHOM A0CLE UMEIOTCS AaHHbIE NO CTabUMNbLHO-
CTH, NO KpanHen Mepe, TPeX NPOMbILLIIEHHBLIX CEPUNA.

2 O653aTeNbLCTBO MO MPOAOIPKEHMIO UCCNEA0BaHNl CTabUNBHOCTU HA NPOTSDKEHMU BCETO 3asIBIIEHHO-
ro cpoka ncnonb3oBaHnUsa U NPoBeAeHUIO ANUTENbHOro UCcrnejoBaHusa crabunbHOCTH AONONMHUTENbHbLIX NPO-
MbILLSIEHHbIX Cepuii hapmaLeBTUYECKON cybcTaHLmum (UTOObI 0bLLEee YMCNO UCCNEA0BAHHbIX Cepuit Obino He
MEHee TpeXx) B TEYEHNE BCEr0 CPOKA UCMONb30BAHUS, €CNU B NPEACTABIIEHHOM PEMMCTPALMOHHOM 0Che UMe-
I0TCA AAHHbIE NO CTabUNLHOCTU MEHEE YEM TPEX CEPUA.

3 O6a3aTensLCTBO N0 NPOBEAEHUIO ANUTENLHOTO UCCNEI0BaHUsA CTAOMINBHOCTU TPEX NEPBLIX NPOMBbILNEH-
HbIX CEpuit B TEYEHNE 3asBMEHHOIO CPOKA UCNONb30BAHUSA, €CMU B NPEACTABIIEHHOM PErMCTPALIMOHHOM 0ChE
OTCYTCTBYIOT A@HHbIE UCCNEeA0BaHUA CTaOUNLHOCTM NPOMBILLNEHHBIX Cepuii (hapmaLeBTU4ECKO cybcTaHLmu.

MpoToKkon ANUTENLHOTO MCCnea0BaHUa CTabUNbLHOCTM, NPOBOAMMOIO B paMkax B3ATOro obssarenscrea,
He AO0/MKEeH OTnu4YarbCH OT NPOTOKOoNa uccrnenoBaHuA CcTabUnNbLHOCTU OMbITHLIX cepwﬁ, €CIMIn UHOE€ HAay4yHO He
060CHOBaHO.

2.1.9 OueHka AaHHbIX

Lienb nccnepoBaHms ctabunbHOCTU — YCTAaHOBUTL HA OCHOBE pe3yrnbTaToB UCMLITAHUI HE MEHEE Tpex
cepuit hapMaLeBTUYECKON CyDCTaHLMM U OLIEHKE AAaHHBIX O CTabUNbHOCTK (BKMIOYAA, €CMU NPUEMNEMO, pe-
3ynbTarhl PUINYECKMX, XMMUYECKMX, BMONOrMYECcKMX 1 MUKPOBUONOrMyeCKUX UCTILITAHMI), CPOK UCNONb30Ba-
HUA, NPUMEHUMBIA KO BCEM NOCNEAYIOLMM CepusiM CybCTaHLUM, NPOU3BOAMMBIM B AHANMOMUYHLIX YCIIOBUSAX.

4
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CTeneHb U3MEHYMBOCTHU OTAENbHLIX CEPUIA BMUSIET HA 060CHOBAHHOCTL NPOrHO3a O TOM, YTO NPOU3BEAEHHbIE
B OyayLiem npoMbilfeHHble cepumn ByayT COOTBETCTBOBAaTL cneuudukaumn B TEYEHUE 3asiBNEHHOIO CPoKa
UCMONb30BaHUA CybCcTaHLMK.

[laHHble MOryT CBMAETENbLCTBOBATL O TAKOW HE3HAYUTESNIbHON CTENEHU Pa3mnoXeHUs U U3MEHYMBOCTH,
yTO paxke 6e3 ux cratucTudeckon obpaboTku 3asBNEHHbIN CPOK UCNONb3oBaHUs GyaeT oaobpeH perynsaTop-
HblM opraHoM. B aTom cnyyae 06bluHO He TpebyeTca npoBeaeHus POPManbHOro CTaTUCTUYECKOrO aHanu3aa,
[OCTaTOYHO NpeaocTaBneHns 060CHOBAHUSI €10 OTCYTCTBUS.

MpuemMnemMbiM NOAXOA0M AN OLIEHKU KOMUYECTBEHHbIX XapaKTEPUCTUK, KOTOPbIE, NPEANONOXUTENLHO,
JOIMKHBbI MEHATLCA C TEYEHWEM BPEMEHM, SIBMNSETCA ONpeaeneHne BpemMeHu, Npu KOTOPOM YCpeAHEHHAas Kpu-
Basi CKOPOCTU pas3noXXeHus1 C OQHOCTOPOHHUM AOBEPUTESNbHLIM MHTEPBANOM NPU BEPOATHOCTU 95 % nepece-
KaeTcsi C HOpMOW (MpeaensHO A40NnyCTUMBbIM 3HAYEHUEM), YCTAHOBNEHHONW ANA XapakTtepucTuku. Ecnu aHanus
[AaHHbIX NOKA3bIBAET, YTO U3MEHYMBOCTL OT CEPUM K CEPUN HE3HAUUTENBbHA, PEKOMEHAYETCH KOMOGUHMpOBATL
WHOUBMUAYANbHbIE AAHHbIE ANA KaXA0W Cepun B OAHY OOLIYIO BENUYUHY. 3TO MOXET ObITb cAenaHo nepso-
HayanbHO MyTeM COOTBETCTBYIOLLEN CTaTUCTUYECKON 06paGoTku (Hanpumep, BblYUCIIEHWE P-3HAYEHUI NpU
ypOBHE 3Hauumoctu Gonee 0,25 ans OTKNOHEHWS HYNEBOW TMNOTE3bl) BENUUYUHBI HAKIMTOHOB PErpeCCUOHHbIX
KPUBBIX U BEMUYUH OTPE3KOB, OTCEKAEMbIX UMK HA OCU OpAMHAT (MCXOAHbIE 3HAYEHUA NOKa3aTens) ANs Kax-
oW oTAenbHON cepun. Ecnn AaHHble CcTabunbHOCTU OTAESNbHBIX Cepuit KOMOMHUPOBATL HENb3sA, OGLWMIA CPOK
MCMONb30BaHUA AOMXKEH ObITb YCTAHOBIEH MO MUHUMAINbLHOMY BPEMEHU, B TEYEHUE KOTOPOTO Ka4yecTBO Iio-
6oin cepun Byaet, NpeanonoXUTESIbHO, COOTBETCTBOBATb YCTAaHOBNEHHbIM TpeGOoBaHUAM.

Heob6xoaMmMocTb NpeobpasoBaHus JaHHbIX ANA NOCNeyoLWei OLEHKU METOAOM JIMHENHON perpeccum
OyaeT 3aBUCETb OT XapakTepa NobbiX 3aBUCUMOCTEN (3aKOHOMEPHOCTEN) CKOPOCTU pasfoXeHUs BELLECTBa.
OO6bIYHO 3aBMCUMMOCTU MOXHO BbIpa3uTb JIMHENHON, KBAApaTUYHOW U KyBuueckoi cyHkuuen Ha apudmeTu-
YEeCKOW unu norapudMmyYeckon Lwkane. [nsa npoBepKM CTaTMCTUYECKON CTENEHN COMAacus UHAMBUAYANbHbIX
JAaHHbIX CTabUNBHOCTU BCEX CEPUI M 0OBbEAUHEHHBIX AaHHbIX CEpuit (e 3T0 BO3MOXHO) C npeanonaraeMon
TNIMHUEN UMK KPUBOMN PasnoXeHUs1 AOMKHbI OblTb UCMONb30BaHbI CTATUCTUYECKUE METOAbI.

Mpu Hanuunn 06OCHOBAHWA AOMYCKAETCH ANS YCTAHOBMNEHUS HA MOMEHT peructpauum Gonee anutens-
HOrO, Mo CPaBHEHWIO C MMEIOLLIMMUCA AaHHbIMW, CPOKa UCNOMb30BaHUSA, OrPaHUYEeHHAs SKCTPanoNAUUA AaH-
HbIX O CTAOMIIbHOCTU, MOMYYEHHBIX NPW ANUTENBHOM UCCNEAOBAHUM B MpeanaraemblX YCHOBUAX XPaHEHUS.
OT0 060CHOBAHUE AOMKHO YYUTLIBATH AAHHbIE O MEXAHU3ME Pa3NOXKEHUS JeliCTBYIOLLIErO BELLECTBA, pe3ysib-
Tarax yCKOPEHHOro uccneaoBaHusa CTabunbHOCTM, CTaTUCTMYECKOW CTENeHW cornacusi noboin maremaruye-
CKOW mMoZenu, pasmepa cepuit, Hanu4na 4ONOSHUTENbHLIX AaHHbIX U T. 4. OgHaKo npu STOM 3KCTPaNonsALum
cyuTaeTcsa, 4YTo U Aanee (3a BPEMEHHLIMU pamMmKamu M3y4yeHHoro nepuoga) 6yayT UMETb MECTO BbISIBIIEHHbIE
3aKOHOMEPHOCTHU NpoLiecca pas3foXeHUs.

Mpu no6Gon oLeHKe N3y4aloTCA He TONbKO AaHHbIE KONMMYECTBEHHOIO OnpeaeneHust 4enCTRYIOLLErO Be-
LLleCcTBa, HO U CoAepXaHne NPOAYKTOB Pa3NOXEHUA U APYrue COOTBETCTBYIOLLME NOKA3aTeny KayecTsa.

2.1.10 YkasaHua/MapkmpoBKa

YkaszaHus 06 ycrnoBusix XpaHeHUs1 AOIKHbl ObiTb NpMBeAEeHbl B MAPKMPOBKE B COOTBETCTBUM C HaLU-
OHanbHbIMW/PErMoOHanbHbBIMKU TPEOOBaHUAMU. YKa3biBaeMble YCNOBUSA XPaAHEHWUSI OCHOBLIBAIOTCSI HA OLIEHKE
[AaHHbIX MO U3y4eHUo cTabunbHOCTU hapMaueBTuyeckon cyGeTaHumu. Mpu HeoBXoaUMOCTH, AOIMKHbI BbiTh
npueeaeHbl 0cobble ykaszaHus, B YHACTHOCTU ANSA CyOCTaHLMiA, KOTOPLIE HE BLIAEPKUBAIOT 3aMOPaXKMBAHUA.
Mcnonb3oBaHne TEPMUHOB «XPAHEHUE B YCIOBUSAX OKPYXXAIOLLEN CPeAbl» UMM «XpaHeHWe npu KOMHaTHOW
Temneparype» He NMPUeMneMb.

CpOK UCMOoNb30BaHUst AOMKEH ObITb YCTAHOBIIEH UCXOAA U3 AaHHbIX O CTabUNbHOCTU, U aTa CpoKa UC-
nonb30BaHMA JOMkHA ObiTb yKasaHa Ha STUKETKE YNakoBKM, ECNU NPUMEHUMO.

2.2 JlekapcTBeHHbIN npenapaT

2.2.1 O6wue NPUHLMNbI

MnaHupoBaHue perucTpaunoHHbiX (OMUManbHBIX) MCCNeaoBaHMn CTAabUNBbHOCTU FEKApPCTBEHHOIO
npenapara AOMKHO ObiTb OCHOBAHO Ha 3HAHUSIX CBOWCTB M XapaKTepUCTUK dapmaLieBTUYECKOn cyBeTaHumm,
JAaHHbIX UCCNeao0BaHUIA ee CTabUIIbHOCTH U OMbITE, NONYy4YeHHOM MPU UCCNEAO0BaHUSX Npenapara, UCNonb3o-
BaBLLErocs B KIMHMYECKMX UCCMEAOBAHUSAX. B npoTokonax perncTpaumoHHbIX CCef0BaHNin AOMKHBI ObITb
yKa3aHbl Haubonee BepoOsATHble U3MEHEHUs] XapakTepuCcTUK npenapaTa npu xpaHeHuu u o6oCHOBaHWE Bbl-
OpaHHbIX noka3aTenei Ka4ecTBa, NOANEXALUMX UCNLITAHUSIM.

2.2.2 NccnepnoBaHune (pOTOCTAGUITBHOCTU

UccneposaHue hoTocTabUNbHOCTU AOMKHO ObiTb MPOBEAEHO MO KpanWHEW Mepe Ha OAHOW MepBOM
(onbITHOM) cepumn NeKapCTBEHHOrO Npenapara, ecnu npuMeHnmo. CtaHgapTHble YCNoBUst uccrenosanuna go-
TocTabunbLHOCTU NpuBeaeHsl B pykosoacTtee ICH Q1B.
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2.2.3 Bei6op cepun

B peructpauuoHHOM A0OCbe AOMKHbI ObITb NpeACTaBneHbl AaHHbIE UCCrefOBaHMIE CTaBUNBHOCTY HE Me-
Hee YeM TpeX OMbITHLIX CEPUIl NekapcTBEHHOro npenapara. CocTaB OMbITHbIX CEPUIA U YAKOBKA HE J4OSKHbI
OTNNYaTbCA OT 3asABMAEMbIX AN perncrpauun. TeXHONOrM4eckuii NpoLecc, Ucnonb3yemblii Npu U3roTOBNEHUN
3TUX CEPUI, JOIMKEH UMUTUPOBATL NPOLIECC, NMTAHUPYEMbIN 451 NPOM3BOACTBA NPOMBbILLIEHHBIX CEPUIA, M 0be-
cne4ynBaTtb NOMyyYeHue NiekapCTBEHHOTO Npenapara Takoro Xe Ka4yecTBa, COOTBETCTBYIOLLETO cneuudukauum Ha
perucTpupyembiii npenapat. [Be u3 aTux Tpex Cepuin AOMkKHbI ObITb, KaK MUHUMYM, OMbITHO-NPOMBILLIIEHHOTO
macwraba; TpeTbs Cepusi Npyu HanU4MKU COOTBETCTBYIOLLETO OBOCHOBAHUS MOXET OblTb MeHblue. Ecnu Bos-
MOXHO, CEpUM NMEKAPCTBEHHOIO Mpenapara AOMKHbl ObiTb NPOM3BEAEHBI C UCTIONBL3OBAHMEM pPa3HbIX CepUit
dhapmaLeBTUYECKON CyGCTaHLumm.

[omkHbl ObITh NPOBEAEHBLI UCCNEA0BAHUA CTabUNBHOCTU KaXAoi 403MPOBKU NpenapaTa u B ynakoBkax
BCEX PA3MepPOB, €CNU HE NPUMEHSIIOT OPIKETUHT UNU NOCTPOEHME MaTpuL,.

MoryT 6bITb NPeACTaBneHb! APYrue AONONHUTENbHbIE AaHHbIE.

2.2.4 YnakoBKa C YKynOpO4YHbIMU CpeacTBaMmmu

Mcenegosanue ctabunbHOCTU HEOBXO0AUMO NMPOBOAUTE C UCMONB30BaHUEM NEKAPCTBEHHOIO Npenapara,
NMOMELLEHHOTO B YMAKOBKY, 3aABNAEMYI0 B PETUCTPALMOHHOM AOCbE (BKNOYAsi, Npu HEOBXOAMMOCTU, NOGYI0
BTOPWUYHYIO YAKOBKY M COOTBETCTBYIOLLME 3TUKETKK). JTloObIE nccneaoBaHusi CTabunbHOCTU NEKAPCTBEHHOIO
npenapara 6e3 nepBUYHON YNaKkoBKM UMM NOMELLEHHOTO B YNAKOBKY U3 MHbIX YNAaKOBOYHbIX MaTEpUanos MOryT
COCTaBMATb UHAOPMATUBHYH YaCTb CTPECCOBbIX UCMbITAHWIA NEeKapCTBEHHOrO nNpenapara uru, COOTBETCTBEH-
HO, paccmaTpuBaTbCs Kak AONOMHUTENbHAA BCNOMOraTenbHas uHpopmaums.

2.2.5 Cneuymdmkaumm

Cneuudukaumsa, npeacTasnawLLas coboi NnepeyeHb UCTILITAHUIA, CCbINOK HA aHANUTUYECKUE METOANKM
U nNpeanaraembiX HOPM, C YYETOM KOHLIENLMU Pa3NMYHbIX HOPM HA MOMEHT BbIMYCKa U B TEYEHUEe CPoKa roa-
HOCTM, pacCMOTPEHO JeTanbHo B pykoBoacTeax ICH Q6A u Q6B. JononHutensHo B pykosoacTee ICH Q3B
onucaHbl MPUHLMMLI YCTAHOBIIEHUSA NPEAENLHOro YPOBHS COAEPXAaHUA NPOAYKTOB PasfoXeHNa AenCTByioLe-
ro BELLECTBA B NIEKaPCTBEHHOM CPEACTBE.

WcecnegosaHusa cTabMnbHOCTY AOMKHbI BKIIOMATh UCTIbITAHUA HA NOKa3aTenu kayecTsa NeKapcTBEHHOTO
npenapara, KoTopble NoABEPXEHbl U3MEHEHUAM B MPOLIECCE XPaHEHUA, U C BLICOKOW BEPOATHOCTBLIO MOTYT
okasaTb BNMAHWE HA €ro kadecrBo, 6e3onacHoCTb u/unm acdekTMBHOCTL. B x0ae uccnenoBaHusi JOMKHbI
NpoOBOAUTb, ECNM NMpUEMNemMo, usnyeckue, XuMmmyeckue, bruonorudyeckue n MUKpobuonoruyeckue UcnbiTa-
HWA, OnpeaeneHue cofepXaHusi KOHCEPBAaHTOB (HarnpuMep, aHTMOKCUAHTOB, aHTUMUKPOOHbLIX KOHCEpBaH-
TOB), a TakkKe NPOBepKy PYHKLMOHANbHbLIX CBONCTB (Hanpumep, Ansa CMcTeMbl 0CTaBku A03bl). [Mpu nposeae-
HWM UCMbITAHWIA CrieAyeT UCMONb30BaTh BanuAMPOBaHHbIE aHANUTUYECKUE METOAUKMU, NPUTOJHbIE AT OLEHKU
cTabunbHOCTU. Micnonb3oBaHWe NOBTOPHOCTEN U UX KONUYECTBO OyayT 3aBUCEThL OT Pe3ynbTaTtoB Banuaauu-
OHHbIX UCCNEAO0BaHUN.

HopMbI (kpuTepun npuemnemocTu) B cneuudukaumm Ha BeCb CPOK FTOAHOCTU CrneayeT yCTaHaBnuBaThb
C YYETOM BCEN MMetoLencs nHgopMaummn o ctabunbHOCTM npenapara. [lonyckaiorcsi npuemneMbie u 060-
CHOB@HHbIE pa3nuuusi B HOPMax Ha MOMEHT BbINycka U B TEMEHUE CPOKA FOAHOCTMU, KOTOPble OCHOBaHbI Ha
oueHKe cTabunbHOCTM U HAbNAaeMbIX U3MEHEHUAX NpU xpaHeHun. OBocHOBaHMeE MIOObIX Pa3nUYNin B HOP-
Max COAepXKaHUsi aHTUMUKPOOHbIX KOHCEPBAHTOB HAa MOMEHT BbiNycKa U B TEYEHUE CPOKa rOAHOCTU AOIHKHO
COMpoBOXAaTbCs AOCTOBEPHOW KOoppensauuen ux cogepxaHusa (onpeaensemoro usmko-xMMmu4eckum MeTo-
Jamu) C aHTUMUKPOOHOW aKTUBHOCTBLIO, U3YYEHHOW Ha atane dhapmaueBTMYeCcKol pa3paboTku Ha obpasuax
NeKapCTBEHHOrO mMpenaparta ¢ COCTaBOM (38 WCKIIOYEHMEM KOHLEHTpauuWM KOHCEPBAHTA), 3asBNSEMbIM B
perucTpauuoHHom focke. C uenbio NpoBepkn HEOBX0AMMO NPOBECTU UCCNEfOBaHWE CTAOUNbHOCTU OAHOW
OMbITHON CepuK NeKapCTBEHHOrO npenapara B OTHOLUEHUN 3(PAEKTUBHOCTU aHTUMUKPOOHBLIX KOHCEPBAHTOB
(B LOMNONHEHME K KONMMYECTBEHHOMY ONpeaeneHnto KOHCEPBAHTOB) B TEYEHME 3asiBMIAEMOr0 CPOKa XpaHeHus,
BHE 3aBUCUMOCTHU OT Hanm4usi UNu OTCYTCTBUSI Pa3nuynuil B HOpMax CoaepkaHusi KOHCepBaHTa Ha MOMEHT Bbl-
nycka unu B Te4eHue cpoka roqHoCTH.

2.2.6 YacToTta npoBeeHMA UCNbITAaHUNA

YacroTta npoBeeHUs UCMbITaHUIA NPU ANUTENbHLIX UCCMEA0BAHUSIX AOIHKHA ObiTb AOCTATOYHOW Ans
ycTaHoBneHus npodunsa crabunbHOCTU NEKapCTBEHHOrO npenapara. Mpu AnuTenbHbIX UCCNEa0BaHMSX CTa-
OUNBHOCTU NEKapCTBEHHLIX NPEnapaToB C 3asBNsSeMbIM CPOKOM FOAHOCTU HE MeHee 12 MeC, UCMbITaHus,
Kak npaBuno, crneayer NPOBOAUTb KaXable TPU Mecsilia B Te4EHUE NepBoro roga, kaxable LWecTb MecsileB B
TEeYEeHUe BTOPOTO rola 1 3aTeEM EXEroHO B TeYEeHUe 3asBNEHHOro cpoka rogHoCTH.

Mpu wecTtuMecayHOM YCKOPEHHOM MUCCneaoBaHun CTabunbHOCTU PEKOMEHAYETCA NPOBOAMTb UCMbITA-
HUA HE MEeHee Tpex pas, BKMIoYas MCMbITaHWA NPU 3aknajke Ha XpaHeHne U Npu 3aBepLUeHU UCCNea0BaHuUs
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(Hanpumep, 0, 3 n 6 mec). Ecnn umetotcs npeanonoxeHus (MCxoa4s U3 OnbITa, NOMYYEHHOrO Npu paspaboTke),
YTO pesynkTaTbl YCKOPEHHOro uccrneaoBaHns 0yayt Onm3kn K KpUTEPUSAM 3HAYMTENbHbIX MBMEHEHWUN, crneayeT
NPOBOAUTL PACLLUMPEHHBIE UCCNEA0BAHMS NN NYTEM UCNLITAHWUA AONONMHUTENBHOTO KonnyecTea o6pasuos npu
OKOHYaHWUM UCCNeaoBaHUA, UNKU NYTEM BKITIOYEHUA B NITAH UCCNEAO0BAHNSA AONOMHUTENbHON BPEMEHHOMN TOYKN.

[na nposedeHUs ABEHAALATUMECAYHOTO NMPOMEXYTOYHOIO UccneaoBaHust ctabunbHOCTH, 00yCnoBneH-
HOrO BbISIBNIEHUEM 3HAYUTESbHBIX M3MEHEHUI NPU YCKOPEHHOM UCCNEAO0BAHUN, PEKOMEHAYETCA UCMONb30Ba-
HWE Mo KpaiHen Mepe YeTbliPexX BPeMEHHbIX TOYEK, BKITIOYas UCNbITAaHWA NpY 3aknagke Ha XpaHeHue u npu
3aBepLUeHUn ncecnegosanua (Hanpumep, 0, 6, 9 n 12 mec).

Mpu cooTBETCTBYIOLLIEM O6OCHOBaHUM UCCNEA0BaHMA CTabUNLHOCTU MOTYT BbiTh NPOBEAEHbI N0 COKpa-
LLIEHHOMY NnaHy, To eCTb pa3paboTaHHOMY C UCMONb30BaHWEM NOCTPOEHUA MaTpuL, unn GpaKkeTUHra, npu Ko-
TOPOM COKpaLLleHa 4acToTa NPOBEAEHUS UCNBITAHWIA UM HE NPOBOAUTCS NPOBEPKA BIUSHWUS HA CTabUNbHOCTb
onpeaeneHHbIX KOMGUHaLUKi hakTopoB.

2.2.7 YcnoBus xpaHeHus

Kak npasuno, nekapcTBeHHbIN NpenapaT crneayet OUEeHUBaTh B YCNOBUAX XpPaHEHUA (C COOTBETCTBY-
OLLMMKM AOMYCKaMu), MO3BOMSAIOLMX MPOBEPUTL Er0 TEPMUYECKYI0 CTAaDUNBHOCTL M, €CNU NPUMEHUMO, ET0
YyBCTBUTENbHOCTb K AEWCTBUIO BRarm unu BO3MOXHOCTb MCMapeHus pactsopuTens. BoibpaHHble ycnoBusi
U ANUTENbHOCTL MPOBEAEHUA UCCNEAOBAHMI CTABUNBLHOCTU AOIDKHbI 06ecnevmuBaTb NONyYEHUE AAHHBLIX O
3asBMAEMOli B PerucTpauyoHHOM A0Cbe CTabUNbHOCTU NEKAapCTBEHHOrO Npenapata Npu XpaHeHWM, TpaHc-
NOPTUPOBAHUW W NOCMEAYIOLLIEM UCMONL30OBAHUM.

Onsa Toro 4to6bl 060CHOBaTL MHAOPMALMIO OTHOCUTENbLHO NPUTOTOBNEHUSA, YCNOBUI XpaHEHUS U NepU-
0ja UCMosfb30BaHWA NOMYYEHHOTO NOCNEe PacTBOPEHUSA UNU pa3BeAeHus npenapara, ykasbiBaeMylo B MapKu-
poBke, AOMKHbI ObITb NPOBEAEHbI UCCNEAOBAHNUSA CTABUIILHOCTU NEKapCTBEHHOrO Npenapara nocne ero Boc-
CTaHOBMNEHUA (NPUrOTOBIIEHMS PacTBOPA) USIM pasBeeHus, ecnu NpuMeHnmo. Takue UCCneaoBaHus creayer
NMPOBOAUTb HA BOCCTAHOBMEHHOM UMW pa3BEeAEHHOM nNpenapare B TEYeHWe 3asaBnsAeMoro nepuoaa ero npume-
HEeHUs1 B paMKax perncTpaunoHHbIxX (hopMarbHbIX) UCCneaoBaHUin CTabUNbHOCTU ONMBbITHLIX CEPUI; UCTIbITA-
HUA NPOBOAAT NPU 3aKnajke Ha XPaHeHue U B NOCneaHeN BPEMEHHOMN To4ke uccneaosanus. Ecnu Ha MOMeEHT
noJa4n permcTpaumoHHOro 40Cbe AaHHbIE ANIMTENBHLIX UCCIEA0BAHNIA B TEYEHNE BCErO 3asiBNIEHHOTO CpPOKa
He MONYYeHbl, TO AOMKHbI ObITb NPEeACTaBNEHbl AAHHbIE HA MOMEHT UCTeHeHMA 12 MeC UNKU Ha NOCneAHui
nepuoa BPEMEHM, Ans KOTOPOro UMEITCA AaHHble No cTabunbHOCTU. Kak npaBuno, 3T UCCNEnoBaHUs He
TpebyeTCcs NOBTOPSTb HA CEpUsiX, UCCREAYEMbIX B COOTBETCTBMU C 00513aTENbCTBOM O NPOAOMKEHUN UCChe-
[OBaHUI cTabUnNbHOCTHU.

Ha MOMEeHT nogayum perucTpauuoHHOrO AOCbE NPOAOIHKUTENBHOCTL ANIUTENbHBLIX UCCNEA0BaHUI HE Me-
Hee Tpex OMbITHLIX CEPUIl AOMKHA COCTaBNATL HE MEHee 12 MeC; UccrneaoBaHusa cneagyet NpoaosmKaTh B
TeYeHue BpPEeMEHU, JOCTAaTOMHOro ANnA 0XBaTa 3asBMEHHOro Cpoka roAHOCTU. [ONONHUTENbHbIE AaHHbIE, CO-
OpaHHble B TEYEHWE BPEMEHMW SKCNEPTU3bl PEMMCTPALMOHHOTO A0CHE, AOMKHbI ObITh NPEACTABMNEHbI YNOMHO-
MOYEHHOMY OpraHy no ero 3anpocy. [JaHHble, NOMyYEHHbIE NPU NPOBEAEHUU YCKOPEHHBIX UCCNIEA0BaHNIA 1,
ecnm Heo6xoaMMO, NPU NPOMEXKYTOUHBIX YCIIOBUSX, MOTYT BbITh UCNOSb30BaHbI A1 OLIEHKU BIIMAHWUA KPaTKO-
BPEMEHHbIX OTKIOHEHWUI OT YCINOBUI XPaHEHUS, YKa3aHHbIX B MAPKMPOBKE (Takue OTKIIOHEHUSI MOTYT BO3HMK-
HYTb, HanpuMep, Npu TPaHCMOPTMPOBAHMUN).

Ycnosus Ans ANUTENBHOTO UCCNELOBAHUSA, YCKOPEHHOTO UCCNEAOBAHUSA, U, €CNU MPUMEHUMO, NPOMe-
XKYTOYHBIX MCCNEAOBAHMIA, MPUBEAEHLI B MOCNeAyoLWmX pasaenax. MpuHumnbl 06Lero criyvas UCNosb3yoTes,
€CINu NeKapCTBEHHbIN Npenapar He ykasaH B NOCNeayoLmx oTaensHbIx pasgenax. MoryT 6biTb UCNONbL30BA-
Hbl ankTEPHAaTUBHbIE YCNOBUSA MCCNEAOBAHWI, €CNKU 3TO 0OOCHOBAHO.

2.2.7.1 O6wwii cny4an

MuHUMansHas ANUTeNbLHOCTb
Tun nccnegoBaHus YcnoBus xpaHeHns o6pasLioB 1ccreAoBaHUsA Ha gaTy nogauu
Jocke

AnuTensHoe nccnenoeaxue * 25 °C (%2) n oTHoCUTeNbHasA BnaxHocTb 60% (+5) | 12 mec
Mnu
30 °C (+2) 1 oTHoCcUTENbHasA BNaXxXHOCTb 65 % (+5)

MpomexyTouHble uccnegoaHnsa™ | 30 °C (£2) n oTHocUTeNbHas BRaxHocTb 65 % (£5) | 6 mec

YckopeHHoe uccnegobarmne 40 °C (x2) n oTHocuTeNbHas BNaXHOCTL 75 % (£5) | 6 mec

* BasBUTENb CAMOCTOSATENBHO ONpefenseT YyCnoBusa ANUTensHoro ncenefosaHus npu 25 °C (£2) u OTHOCUTENbHOM
BrnaxHoctn 60 % (+5) unu 30 °C (+2) 1 oTHOCUTENBHON BNaxHocTh 65% (+5).

** [ins anutensHoro uccnefoBaHus B ycrosusix 30 °C (22) u oTHocuTenbHOW BnaxHocTn 65 % (15), ycnoeusa npo-
MEXYTOYHOrO NCCNeoBaHNS OTCYTCTBYIOT.
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Ecnu B x0a4€e anuTensHOro nccneaoBaHnst ctabunbHOCTM npu Temnepatype 25 °C (£2) U OTHOCUTENLHOMN
BRNa>xHOCTU 60 % (£5) ObINO BbISBNEHO «3HAYUTENbHOE» U3MEHEHWe B M06oI Nepnos BpeMeHu WecTuMecsy-
HOro YCKOPEHHOIo UCCNEA0BaHUSA, TO C LEMNbIO BbISABNIEHUS 3HAUNTENMbHbIX U3MEHEHWUI 4OMKHbI ObITb NpoBeEae-
Hbl AOMNOSIHUTENbHbIE NPOMEXYTOUHbIE UCCeaoBaHMs CTabunbHOCTU. B nepBoHa4anbHOe perncTpaumoHHoe
[0Cbe AOMKHbI ObITb BKMIOYEHbI AAaHHbIE 3a LWECTb MecAueB 12-MeCAYHOro NPOMEXYTOUYHOrO UCCneaoBaHus
CTabunbHOCTM.

Moa «3HauMTENbHLIM UBMEHEHWEMY NEeKAPCTBEHHOIO Npenapara noHUMAaeTCs CneayloLlee:

1 nsmenexnue nokasarensa «KonuyectseHHoe onpenerneHney Ha 5 % OT NepBOHAYaribHOrO 3HAYEHUS;
UM HECOOTBETCTBME TPeOOBAHUAM K aKTUBHOCTU, NPW UCNOMb30BAHMN BMONOrMYECKUX UM UMMYHOMOTUYe-
CKMX METOA0B aHanu3a;

2 npeBbILEHNE AOMYCTUMOTO YPOBHSI COAEPXaHMS NMOBOro NpoayKTa pasnoXeHus;

3 HecooTBeTCTBME TPEOOBAHMAM MO ONUCAHUIO, (DU3UYECKMM MOKA3ATENAM U PYHKLMOHATBHbLIM Xapak-
TepucTukam (Hanpumep, okpacka, pasgeneHue as, cnocobHOCTb K PeCYCNeHANPOBAHUIO, KOMKOBaHME, TBEP-
[O0CTb, AOCTaBKa A403bl NPU OQHOKPATHOM HaXaTUK KnanaHa); O4HaKO B YCNOBUSAX YCKOPEHHbIX UCMbITAHUIA He-
KOTOpble U3MEHEHUS (PUNYECKUX CBOINCTB MOTYT ObITb OXKMAAEMbl (Hanpumep, pasmsirdeHne Cynrno3uTopues,
pacnnaeneHue KpeMoB);

4 HecooTBeTcTBME TpeBOBaHMAM MO nokasaTento pH;

5 HecootBeTcTBUE TpeboBaHMAM NO nokasatenio «PacTtBopeHue» npu NpoBEeAEHUU UCMbITAHMSA Ha
12 egmHULax nekapcTBeHHON POPMbI.

2.2.7.2 llekapCTBEHHbIE Npenaparbl, yNakoBaHHbIE B HEMPOHULIAEMYIO YaKOBKY

UyBCTBUTENBLHOCTbL K AEWCTBMIO Brark UM BO3MOXHOCTb MUCNAPEHUs pacTBOPUTENSA HE NPencTaBnAloT
npobnembl ANg NeKapcTBEHHbIX MPenaparoBs, yNakoBaHHbIX B HEMPOHULIAEMYIO NEPBUYHYIO YNAKOBKY, KOTOpas
NPenATCTBYET NPOHUKHOBEHMWIO Bnary unu notepe pacresoputens. Takum oBpasom, uccrnegosaHus crabunb-
HOCTU NeKapCTBEHHLIX MpPenaparoB, MOMELLEHHbIX B HEMPOHULIAEMYIO YNAKOBKY, MOryT ObiTb NpoOBEAEHbI B
NOOLIX YCNOBUAX KOHTPONMPYEMON BNAXHOCTU aTMOC(ephbl UK B YCNOBUAX BNAXXHOCTU OKpYXKatoLlen cpeabl.

2.2.7.3 IlekapCTBEHHbIE Mpenaparbl, ynakoBaHHbIE B NONYNPOHULIAEMYIO YNAKOBKY

B oononHeHue K uccnegoBaHusAM (hPr3nyveckon, XMMMYeCcKon, BMONOrMyeckon U MUKPOOUONOrMiecKomn
CTabunbHOCTU NMEeKapCTBEHHbIX NPEnapaToB B BUAE BOAHbLIX PAaCTBOPOB, YNAKOBAHHbLIX B NOAYNPOHULIAEMYIO
YNakoBKY, He0OX0ANMMO NMPOBOAUTL OLEHKY BO3MOXKHOW NOTEpPU BOAbI. Takaa oueHKa MOXET ObiTb NpoBeaeHa
B ONMUCAHHbIX Aariee yCrnoBUsX C HU3KOM OTHOCUTENbHON BAAXHOCTLIO. B KOHEYHOM cuyeTe Heobxoaumo Ao-
KasaTb, YTO NIEKAPCTBEHHbIE Npenaparbl B BUAE BOAHLIX PACTBOPOB, XPAHALLMECH B NONyNpOHULIAEMON yna-
KOBKE, MOTYT BblAepXMBaTh YCNOBUSA HU3KOW OTHOCUTENLHON BRAXHOCTHU.

MoryT 6biTb pa3paboTaHbl U pyrue COnocTaBUMbIE NOAXOALI ANS HEBOJIHLIX NPENapaToB, coaepXaLlmx
pacrsoputenu.

MuHUMarnbHas gruTenb-
Tun uccnegosanHua YcnoBua xpaHeHns o6pasLos HOCTb MCCreAoBaHNsa Ha
[aTy rnojaum gocbe

AnuTenbHoe nccnepgosaxmne * 25 °C (+2) n oTHOCUTENbHAA BNAXHOCTb 40% (£5) 12 mMec
Mnu
30 °C (¥2) 1 oTHOCUTENBLHAA BAAXHOCTL 35 % (+5)
MpomexyTouHble nccnegosaHua™ | 30 °C (£2) u oTHoCUTeNbHaA BNaXHOCTb 65 % (+5) 6 Mec
YckopeHHoe uccneposaHue 40 °C (+2) v oTHOCUTENbHAA BNaXHOCTb He Gonee 25 % | 6 Mec

* 3aABUTENb CaMOCTOATENBLHO ONPefeENnsieT YCNoBUA ANUTENBHOMO nccnegoanna npu 25 °C (£2) U 0THOCUTENbHOM
en Y
BnaxHocTn 40 % (+5) unn 30 °C (+2) u oTHocuTenbHOW BNaxHocTn 35% (15).
** [na aAnuTenbHoro uccnegosaHusi B yenoBusix 30°C (£2) n oTHOCUMTENBHOW BRaxHocTn 35 % (15), ycnoBusa npo-
A A
MEXYTOMHOro UCCNeaoBaHNA OTCYTCTBYIOT.

Ecnu B xoae AnuTenbHOro uccneaoBaHusi CTabunbHOCTH Npu Temnepatype 25 °C (2) u OTHOCUTENbHOM
BnaxHocTn 40 % (5) B moboi nepuon BpeMEHN LLUECTUMECAYHOIO YCKOPEHHOTO UccneaoBaHusl 6bino Bbl-
AIBNEHO «3HAYUTENbHOEY» U3IMEHEHUE, 3a UCKIIOYEHUEM NOTEPU BOAbI, TO C LIENbIO BbISIBNEHUSI 3HAYUTENbHbIX
M3MEHEHUI AO0MKHbI BbITb NPOBEAEHbI OMONHUTENBbHBIE NPOMEXYTOUHbIE UCCNEA0BAHUSI CTAOUNBLHOCTU NPU
Temnepartype 30 °C, kak onucaHo B pasgene «O6wwmii cnyqain». Ecnu B xoA€ YCKOPEHHBLIX UCCNEA0BaHUN
norepa BoAbl GbiNa €AUHCTBEHHLIM «3HAYUTENLHBLIMY U3MEHEHUEM, TO NPOMEXYTOUHbIE UCCNEA0BAHUSA HE
nposoAAT. MNpu 3TOM A0MKHLI 6bITb NPeCTaBNEHbl JaHHbIE, CBUAETENLCTBYIOLME 06 OTCYTCTBUM PUCKA 3HA-
YUTENbHON NOTEPU BOALI B NEKapCTBEHHOM Mnpenapare B TeYEHUe 3aABNEHHOro Cpoka roiHOCTU NMpM €ro xpa-
HeHun npu Temnepartype 25 °C U OTHOCUTENBLHON BNAXHOCTU 40 %.
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MoTeps BOAbI, cocTaBnAwLWAaa 5 % OT NepPBOHAYANbLHOIO COAEPXKAHUA, CUATAETCA «3HAYMTENbHBLIMY
M3MEeHEHUEM FIEKapCTBEHHOro Npenapara, ynakoBaHHOro B MONYyNPOHULAEMYIO YNAKOBKY NOCNE XPaHEeHUs B
TeyeHue Tpex mecsues npu Temnepatype 40 °C 1 OTHOCUTENBHOW BRAXXHOCTW He Bonee 25 %. OgHako npu
COOTBETCTBYIOLLEM 060CHOBaHMM NOTEPSA BOALI, cocTaBnaowasa 5 % unu bonee nocne XxpaHeHUs B Te4EeHUe
Tpex mecsues npu Temneparype 40 °C u OTHOCUTENBLHOM BINAXXHOCTU He Bornee 25 %, MOXET ObITb Npueme-
MOV AN MpenapaTtoB B YNakoBKe Marnbix 00beMOB (BMECTUMOCTBIO 1 MI UMM MEHEee) Unu Ans 04HOA030BbIX
NeKapCTBEHHbIX Npenaparos.

AnbTepHaTUBON UCCNEAOBAHMWIO NPU CTAHAAPTHbLIX BENIMYMHAX OTHOCUTENBHON BAAXHOCTU, PEKOMEHayY-
€MbIX B NPUBEAEHHOWN BbiLe Tabnuue (Mnv AnsA ANUTENbHbIX, UK ANS YCKOPEHHbIX UCCNEea0BaHunin), ABASOTCA
npoBeaeHne uccneaoBaHuii ctabunbHOCTU Npu 6onee BbLICOKOW OTHOCUTENbHON BNAXXHOCTU U onpeaeneHue
noTepu BoAbl NPU CTaHAAPTHON BENUYUHE BNAXKHOCTU PacYETHbIM nyTemM. C 3TON Lernbio 9KCNepUMEHTanbHbIM
nyTem onpeaensoT KOIPAdULMEHT NPOHULIAEMOCTU ANS YNaKOBKU C YKYNOPOYHbIM CPEeACTBOM UMW, Kak no-
KasaHoO B NPMBEAEHHOM ganee npuMepe, UCMNONb3YIOT BbIYUCIEHHbIN KO3MMULMEHT CKOPOCTM NOTEPU BOAbL
npu XpaHeHun B aTMocdepe ¢ ABYMS PasNUYHbIMU 3HAYEHUAMU OTHOCUTENbLHOW BNAXXHOCTU, HO NMPW O4HOW U
TOM e Temnepatype. KoachdpunumneHT npoHNLaeMoCT AN YNakoBKK C YKYMOPOYHbIM CPEACTBOM MOXET ObITbh
onpeaeneH dKCNepMMEHTasrIbHO C UCMONb30BaAHMEM YCMOBUI «HAaUXYALLEro crnyyasy AnA uccneayemMmoro ne-
KapCTBEHHOTO npenapara (HanpuMep, npenapar ¢ HaMMEHbLLEN KOHUEHTPaLUMen 4eNCTBYIOLLEr0 BELLECTBA).

TMpumep onpedeneHus nomepu 600kl

Ans npenapama c onpedeneHHoll ynakoekoll ykynopo4yHozo cpedcmea, onpedesieHHO20 pasMepa ynakoe-
Ku u npu AaHHOM ob6Leme HanonHeHuUsl npuemMnemMsil Modxod o onpedesieHUrO ckopocmu nomepu eodnl nNpu
cmaHO@apmHoli omHocumesbHoll enaxHoCmuU 3aK/o4aemcs e ebiYUC/IeHUU fymeM YMHOXeHUs cKopocmu I1o-
mepu eodkbl, onpedenieHHoU Npu ansmepHamueHol omHocumesbHoOU e/laXHOCMuU, HO NPU makoli xe memnepa-
mype, Ha eeslUNUHY CKOpocmu rnomepu eodkbl, NpueedeHHyto danee e mabnuue. lMpu 3mom Heob6xodumMo npode-
MOHCMpUpoeams JIUHelIHoOCMb CKOpocmu rnomepu o0kl Npu anbmepHamueHol omHocumensHol enaxHocmu
6 meyveHue nepuoda xpaHeHus:.

Hanpumep, npu Temneparype 40 °C BblMMCNEHHAA CKOPOCTb NOTEPM BOALI B NPOLIECCE XPAHEHUS NPU OTHO-
CUTENbLHOM BNAXHOCTH He Bonee 25 % SABNAETCH CKOPOCTb NOTEPH BOAbI, UBMEPEHHOM NPU OTHOCUTENBLHON BRAX-
HOCTU 75 %, yMHOXeHHas Ha 3,0 — COOTBETCTBYIOLMIA KOS PULIMEHT COOTHOLLIEHUSI CKOPOCTEN NOTEPU BOALI.

AnbTepHaTUBHasa OTHOCUTENbHAA
BMaXHOCTb

KoadhuumeHT COOTHOLLEHNUA CKOpoCTEN

CTaHgapTHas 0THOCUTENbHasA BraXHOCTb 9
noTepu BoAb! NPW AaHHO TeMnepaType

OTHocuTenbHas BnaxHocTb 60 % | OTHocuTenbHas BraxHoCcTb 25 % 1,9
OTHocuTenbHas BnaxHocTe 60 % | OTHocuTenbHas BrnaxHocTb 40 % 1,5
OTHocuTenbHas BNaXxHocTb 65 % | OTHocuTenbHas BraxHocTb 35 % 1,9
OTHocuTenbHas BNaXHocTb 75 % | OTHocuTenbHas BrnaxHocTb 25 % 3,0

MOXXHO MCMONb30BaTh TaKXe MOATBEPKAEHHbIE KOI(PMULMEHTHI CKOPOCTU NOTEPU BOAbLI B YCIOBUAX
BMNa)KHOCTU, OTNNHAIOLLUXCA OT YCINOBUI, YKa3aHHbIX B NPUBEAEHHON BbilLe Tabnuue.
2.2.7.4 JlekapCTBEHHbIE NpenaparTbl, NPeAHa3Ha4YeHHbIE AN XPAaHEHUS B XONOAUNbHUKE

MuHUManbHaa 4NUTENbHOCTL Uccre-

Tun nceneposaHna YcrnoBua xpaHeHns obpasLos
[0BaHWA Ha gaTy foaauum jocbe

OnvTtenesHoe nccnegoparHue | 5 °C (£3) 12 mec

YckopeHHoe uccnegopaHue | 25 °C (£2) n oTHocuTemnbHasa BnaxHocTe 60% (£5) | 6 mec

Ecnu nexapCTBEHHbI Npenapar ynakosaH B NosynpoHULIAEMYIO YNIAKOBKY, A0MkHA ObITb NPeACcTaBneHa
COOTBETCTBYOLLasA UHPOPMALIMS ANSA OLIEHKW CKOPOCTM MOTEPU BOALI B Mpenapare.

JlaHHble no nccnenoBaHmnio CTabunbHOCTH NPU XPaHEHUN B XONOANUTBHUKE OLIEHMBAIOTCS, KaK YKAa3aHoO B
pasfene A4aHHOro PyKOBOACTBA M0 OLEHKE PE3YNnLTaToB UCCIeA0BaHUi, 3 UCKMOYEHNEM MPUBEAEHHBIX HUKE
crnyyaes.

Ecnu 3Ha4uTenbLHOE 3MeHeHue GbINo BbISIBNIEHO Mexay 3-M 1 6-M MecsiLamn YCKOPEHHOTo UccneaoBsa-
HUA, Npeanaraemblii CPOK ro4HOCTU AOMMKEH PACCUUTLIBATLCA HA OCHOBAHUM AAHHLIX O CTabUIILHOCTU, NOMy-
YEHHbIX NPU ANUTENBEHOM UCCME0BaHUN B 3aSIBMISIEMbIX YCIIOBUSIX XpaHEHUS.

Ecnu s3Ha4uTenbHOe nsmeHeHKe GbINo BbISIBIIEHO B NEPBLIE TPU MECSALIA YCKOPEHHOTO UCCNEA0BAHUSA, TO
JIOIDKHO ObITh NPEACTaBNEHO 00CYXAEHWUE BNUAHUA KPAaTKOCPOUHbIX HAPYLLIEHWUI YCIIOBUIA XpaHEHUS!, YKa3aHHbIX
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B MapKUpPOBKE, HanpumMep npu TPaHCMOPTUPOBAHWUM UM NPUTOTOBNEHUN. OTO 06CYXAEHNEe MOXET BbITb Noa-
KpenmneHo, ecnu npuemnemo, AaHHbIMU NOCNEAYIOLEro UCCNeaoBaHMs CTabUNbHOCTU Ha OAHON cepuu ne-
KapCTBEHHOro npenapara B TeY4eHWe KOpPOTKOro, MeHee Tpex MecsLeB, nepuoga BpeMeHu ¢ 6onee yacTbim,
Yyem 00bIYHO, MPOBEAEHUEM UCTIbITaHUI, CYMTaEeTCs HeLlenecootpasHbIM NPOAOHKEHUE LUECTUMECSAYHOTO UC-
cneaoBaHusi CTabunbHOCTU, €CNU 3HAYUTENBHOE U3MEHEHME ObIno BbISIBIIEHO B NepBble 3 Mecsila uccneao-
BaHUS.

2.2.7.5 lekapcTBEHHbIE Npenaparkl, NPeaHa3HaAYeHHbIe AN XPaHEHUS1 B MOPO3UNbHOW KaMmepe

MuHUManeHas AnUTeNbHOCTb UCCNEA0BaHNA Ha

Tun nceneaosaHus YeroBus xpaHeHus
A P AaTy nogayn fockbe

AnuTenbHoe uccnefoBaHue | -20°C (¢5)°C | 12 mec

[ina nekapcTBEHHbIX NpenaparoB, NpeaHa3Ha4YeHHbIX 418 XpaHEHUs: B MOPO3UIbHON Kamepe, CPOK rofi-
HOCTU [JOMDKEH YCTaHaBNMBATLCS HA OCHOBaHUM (DAKTUYECKMX AAHHLIX O CTAOUIBLHOCTWU, NOMYYEHHbIX NMpPU
AnNUTenbHOM MCCnefoBaHuK. YUnTbiBasi OTCYTCTBME YCINOBUI AN YCKOPEHHOTO uccneaoBaHua ctabunbHOCTU
neKapCTBEHHLIX NPenapaToB, NPeAHa3HAYEeHHbIX ANA XPaHEHUS B MOPO3UMbHOW KaMepe, Ha OAHOW cepum
cyOCTaHUMK B YCNOBUAX NOBbILUEHHbIX TEMNepaTyp [Hanpumep, npu 5 °C(£3) unu 25 °C(+2)] B Te4eHne npu-
emMnIeMoro nepuoaa BPEMeEHM AOIMKHO ObITk MPOBEAEHO U3YYEHME BIUSIHUSA KPATKOCPOUHbLIX HAPYLUEHHMIA yCro-
BUI XPaAHEHWS, yKa3aHHbIX B MapKUPOBKE.

2.2.7.6 lekapcTBEHHbIE Npenaparbl, NpeaHasHa4YeHHbIe AN XpaHeHUs Npu Temneparype Hwke —20°C

MnaHbl nccnegoBaHua CcTabunNbHOCTM NEKAPCTBEHHLIX NPenaparos, NPeAHa3HaYeHHbIX ANA XpaHeHUs
npu Temneparype Huxe —20°C, pazpabaTtbiBalOTC MHAMBMAYANBLHO ANA KAKAOTO Cny4as.

2.2.8 OGsA3aTenbCTBA NO NPOBEAEHUIO UCCIIeA0BAHNIA CTAOUNBLHOCTH

Mpu OTCYTCTBUM Ha AaTy perncTpauum NpoAyKTa AAHHbLIX ANUTENbHOTO UCCNEA0BAHNSA ONbITHLIX CEPUIA
neKapCcTBEHHOrO nNpenaparta B npeanaraembix yCnoBUsAX XpaHeHus 0 ero ctabunbHOCTU HA BECb 3asiBNSIEMbIN
B PErncTpaumoHHOM JOCLE CPOK rOAHOCTM AOMKHbI ObiTh B3ATbI 0653aTENLCTBA NO NPOAOMKEHMIO UCCNENO-
BaHWI CTabUILHOCTW B NOCTPETrUCTPALMOHHBIA NEPUOA C LENbI0 AOCTOBEPHOTO NOATBEPXKAEHUSA CpOKa roj-
HOCTMN.

Ecnun perncrpaynmoHHoe JOCbe COAEPKUT AaHHble 0 CTabUITLHOCTU, MOJNyYEHHbIE NPU ANUTENBLHOM UC-
CrnefoBaHMKM TPeX NPOMBILLIIEHHBIX CEPUIA B MpeanaraembiX YCIoBUSAX XPaHEHUsI HA BECb 3aSIBNEHHbIN CPOK
MCNomnb30BaHusA, T0 0093aTenbCTBO O NPOBEAEHMM UCCNEef0BaHMI CTabuibHOCTU B MOCTPErMCTPaLUMOHHbBIN
nepuog He TpebyeTca. B ocTanbHbIX Criy4asx 3asBUTENb JOJDKEH BbIMOMHUTL OAHO M3 HIKENEPEeYUCNEeHHOro:

1 OBs3aTenbCTBO NO NPOAOIMKEHNIO UCCNEL0BaHNUI CTABUNBLHOCTU Ha NPOTSHKEHUU BCETO 3asiBNEHHOTO
CpOKa roAHOCTU 1 LIECTUMECAYHBIX YCKOPEHHBIX UCCNEeJOBaHUNA, €CNU B NPEACTABNEHHOM PErNCTPaALMOHHOM
[0Cbe UMEIOTCS AaHHbIe N0 CTAabUNbHOCTU NO KpaiHel Mepe TPeX NPOMbILLMEHHbIX CEPUIA.

2 O6s13aTenbCTBO MO NPOAOIMHKEHUIO ANUTENBbHbLIX UCCNEA0BaHNI CTabUNBLHOCTM HA NPOTSXKEHUU BCEro
3asIBMEHHOro CpokKa rof4HOCTU U YCKOPEHHbIX UCCNEA0BaHUI B TEYEHNE LLECTU MECALIEB, a TAKXKE NPOBEAEHUIO
ANUTEnNbHbIX (B TEYEHNE BCErO 3asiBNEHHOIO CPOKa rogHOCTHU) U LLECTUMECAYHbIX YCKOPEHHbIX UCCNEA0BaHUI
CTabunbHOCTU JOMNOMHUTENbLHBIX MPOMBbILLIIEHHBIX Cepuii (UTOObI 06LLEe YMCIO UCCTe0BaHHbIX CEPU Bbino
He MeHee Tpex), ecnu B NpeACTaBNEeHHOM PErMCTPaLMOHHOM J0Che UMEIOTCs AaHHbIe Mo CTabunbHOCTU Me-
Hee YeM TPEX NPOMBILLIIEHHbIX CEPUNA.

3 O6s3aTensCTBO N0 NPOBEAEHUIO ANUTENBHOMO UCCNEA0BaHUS CTaBUNBHOCTU TPEX NEPBbIX NPOMBILL-
NEeHHbIX Cepuin B TeHEHUEe 3asiBNEHHOIo CPoKa rogHOCTU U YCKOPEHHBIX UCCNEA0BAHUI B TEYEHUE LUECTU MECS-
LieB, ecrnu B NpeACTaBfeHHOM PErncTpaLuoHHOM AOCLE OTCYTCTBYIOT JAHHbIE UCCNEA0BaHUs CTabUnbHOCTH
MPOMBILLIIEHHbIX CepUil NEKapCTBEHHOIO npenapara.

MpoTokon uccneaoBaHuii CTabuNbHOCTW, NPOBOAMMBIX B paMKax B3ATOr0 00513aTeNnbCTBa, HE AOMKEH
OTNNYaTLCA OT NPOTOKOIA NCCNEA0BAHUA CTABUIBHOCTU OMBITHLIX CEPUIA, ECMM UHOE HAaY4YHO HE 0BOCHOBAHO.

Ecnn BCrneacTeue BbISIBNEHNA «3HAYMTENBHOTO» WU3MEHEHWUS! MPU YCKOPEHHBbIX WCCNEeAoBaHuUsX cra-
GUNBHOCTU OMBLITHLIX CEPUI NOHAZO0BUNOCH NPOBEAEHNE NMPOMEXYTOUHBIX MCCNEAOBAHWUI, TO UCCNEeA0BaHUSA
cTabunbHOCTM B paMKax B3sSTOro obssaTenbcTtBa MOryT GbiTb NpoBefieHbl NGO B NPOMEXYTOUHLIX, NMUGO B
YCKOPEHHbIX ycnosusix. OaHako ecnu npu NpoBeAEHUN YCKOPEHHbIX MCCRefoBaHuii CTabunbHOCTM B paMKax
B3ATOro 06s13aTenbCcTBa HAONIOAAETCA «3HAYUTENBbHOEY U3MEHEHMWE, CrEeAYET TaKKe NPOBECTU UCCIeA0BaHUS
NP1 NPOMEXYTOMHBIX YCIIOBUSX.

2.2.9 OueHkKa AaHHbIX

Cnefyer NPUMEHATbL CUCTEMATUYECKUIA NOAXOA ANS U3NOXKEHUS U OLIEHKU MHOpMauuM no cTtabune-
HOCTU, KOTOpaa AO0fkHA BKIIOYATb (B 3aBUCMMOCTU OT CUTyauuu) pe3ynbrartbl (PU3NYECKUX, XUMUYECKUX,
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61onornyecknx 1 MMKPoBMOSIOrMYeCKMX UCTILITAHUIA, B TOM YMCIE 0COOEHHBIX XapaKTEPUCTUK NEKapCTBEHHON
dopmbl (Hanpumep, CKOPOCTU PaCTBOPEHUS TBEPALIX NeKapCTBEHHbIX (hOpM Ansi npUuema BHYTPb).

Lienb nccnegosanms ctabunbHOCTU — YCTAHOBUTb HA OCHOBE pe3ynbTaToB UCNLITAHWI HE MEHEee Tpex
Cepuii NEKapCTBEHHOIO Npenapara ero Cpok rogHOCTU U Tpebyemble yCroBusi XxpaHeHUs!, NPUMEHUMBIE KO BCEM
nocneayilowmm cepuaM npenapara, NnpoM3BoAUMbBIM U YNAKOBLIBAEMbIM B aHANOIMM4YHbIX ycnosusx. CTeneHb
M3MEHYMBOCTU OTAESMbHLIX CEPUI BNUSIET HA 0OOCHOBAHHOCTL MPOrHO3a O TOM, YTO NPOU3BeAeHHble B Oyay-
LLIEM MPOMBILLMEHHbIE CEPUM ByiyT COOTBETCTBOBATH CneLUUKaLMK B TEYEHHUE 3ASIBNIEHHOTO CPOKA FOAHOCTH.

Ecnu paHHble CBMAETENLCTBYIOT 00 O4YE€Hb HE3HAYUTENBLHOW CTENEHU PA3NOXEHUA U UBMEHYUBOCTU, TO
paxe 6es ux cratucruyeckon obpaboTku 3asiBIIEHHbIN CPOK roAHOCTM ByaeT ofoBpeH perynsaTopHbIM opra-
HOM. B aTom cny4yae 06bI4HO He TpebyeTcs npoBeaeHus opManbHOro CTaTMCTUYECKOro aHanu3a; 40CcTaTou-
HO npeaocTaBneHne 060CHOBAHMA €ro OTCYTCTBUS.

MpueMnembiM NOAXOAOM Ansi OLEHKM KOSNMYECTBEHHbIX MOKa3aTenen, KOTopble, NPeanoNoXUTENLHO,
JOIDKHbI MEHATLCA C TEYEHUEM BPEMEHM, SIBIISIETCA OnpeaeneHne BpeMeHu, Npu KOTOPOM YCpeaHEHHas Kpu-
Basi CKOPOCTU Pa3nNOXeHUs ¢ OAHOCTOPOHHUM [OBEPUTENbHLIM UHTEPBANIOM NPU BEPOATHOCTU 95 % nepe-
ceKkaeTca ¢ HOPMOW (NpeaenbHO AOMYCTUMBIM 3HAYEHWEM) Ans 3TOro nokasarens. Ecnu aHanu3 gaHHbIX
NOKa3bIBAET, YTO U3MEHYMBOCTb OT CEPUM K CEPUM HE3HAYUTENbHA, PEKOMEHAYETCA KOMOMHMPOBATL MHAM-
BMAYyanbHble AaHHbIe ANA KAXA0N CEpUM B OAHY OOLLYIO BENMUUYUHY. DTO MOXET ObiTb CAENAHO NepBOHaYarnb-
HO MyTeM COOTBETCTBYIOLLEN CTaTUCTUYECKOW 00paboTku (Hanpumep, BbIYMCIIEHUE P-3HAYEHUN NPU YPOBHE
3HauyumocTu 6onee 0,25 AnNA OTKNOHEHUS HYNEBOW rMNOTE3bI) BENMUYMHBLI HAKIIOHOB PErPECCUOHHBIX KPUBBIX W
BEMNUYMH OTPE3KOB, OTCEKAEMbIX UMW HA OCU OPAMHAT (MCXOAHbIE 3HAYEHUS NOKa3aTeNs) ANA KaXKA0W oTaenNb-
HOW cepun. Ecnu gaHHbie cTabunbHOCTU OTAENbHbLIX Cepuii KOMOMHUPOBATL HENMb3A, 0GLMIA CPOK rOAHOCTU
JOMKeH ObITb YCTAHOBMEH N0 MUHUMANbHOMY BPEMEHU, B TEYEHME KOTOPOro KayecTBo nmoboi cepuu Gyaer,
NPEeAnonoXUTENbHO, COOTBETCTBOBATb YCTAHOBIEHHbLIM TPEOOBAHMSAM.

HeobxoaumocTe npeobpa3oBaHus AaHHbIX AN NOCIEAYIOLE OLIEHKU METOI0OM NMHEHOW perpeccum
6yneT 3aBUCETb OT xXapakTepa Nobbix 3aBUCUMOCTEN (3aKOHOMEPHOCTEN) CKOPOCTU Pa3NOXeHUs AENCTBYIO-
wero Bewectsa. OBbIYHO 3aBUCUMOCTU MOXHO BbIPA3UTb JIMHEHOW, KBaApaTUYHON U KyGudeckon dyHKLU-
el Ha apuPMETUYECKON UNKU NOrapudMUYecKon Likane. [na NnpoBepKM CTaTUCTUYECKOW CTEMNeHU cornacus
MHAUBKUAYANbHBIX AaHHbIX CTAaBUINBHOCTU BCEX CEpUl U 06 bEAUHEHHBIX AaHHbLIX CEPUN (rae 3TO BO3MOXHO) C
npeanonaraemon NMHUER N KPMBOW PasNOXEHWUSA 4OSDKHEI ObITb NCNONBb30BaHbLI CTATUCTUMECKUE METO/bI.

Mpu Hanuunn 060CHOBaHWA AOMYCKAETCA ANA YCTAHOBMEHUS HA MOMEHT peructpauum bonee anutens-
HOro, MO0 CPaBHEHUD C UMEKLMMUCA JaHHbIMU, CPOKa rOAHOCTM OrpaHUYEHHAsA IKCTPaANONAUMA AaHHbIX O
CTa6I/lJ'IbHOCTI/I, nony4YeHHbIX Npu ANUTenbHOM UCCNegoBaHWU B rnpeanaraemblX yCNOBUSIX XpaHEHUs . 310
000CHOBaHWE JOIMKHO YYUTLIBATh AAHHbIE O MEXAHU3ME Pa3nOXeHUs AEWCTBYIOLLErO BELLECTBA, pesynbra-
Tax YCKOPEHHOro uccrnefoBaHnsa cTabnnbHOCTU, CTATUCTUYECKON CTENEHU cornacus nioboi MaTeMaTuyeckoi
MoAenu, pasmepa Cepuii, HarnM4usa AONONHUTENbHbLIX AAHHbLIX U T. 4. OQHAKO NpW STON 3KCTPANONsLUUN CHU-
TaeTcs, 4To 1 Aanee (3a BpeMeHHbIMU paMKaMu U3y4eHHoro nepuoaa) 6yayT UMeTb MeCTO BbISIBIIEHHbIE 3a-
KOHOMEPHOCTU NpoLecca pasnoXeHus.

Mpu noBoN oLeHKe N3y4aloTCa He TONbKO AaHHble KONUYECTBEHHOIO ONpeaeneHns 4eiCTBYIOLLEro Be-
LLIeCTBA, HO U COAEPKaHUE NPOAYKTOB Pa3fOXeHWs U Apyrue COOTBETCTBYIOLLME Moka3aTenu kadectsa. MNpu
HeobxoaMMOoCTH, AOMMKHA ObITb MPOBEAEHa NpoBepka GanaHca Macc, a Takke pasfiMyHble XapaKTepUCTUKN
CTabUNbHOCTN U PA3NOXEHNS.

2.2.10 YkasaHua/MapKkupoBka

YKkas3aHusi 00 yCnoBusiX XpaHEHWUs AOMKHbI ObITb NpUBEAEHbI B MapKMPOBKE B COOTBETCTBMU C HaLMWO-
HasbHbIMW/PErMoHanbHbIMK TPeBoBaHUAMN. YkasbiBaEMble YCIOBUSI XpaHEHUS OCHOBAHbI HA OLEHKE AaHHbIX
Nno U3y4eHMUI0 CTabuNbHOCTK neKkapcTBEHHOro npenapara. MNpu HeobxoaMMOCTU, AOIKHLI BbITb NMPUBEAEHSI
0coOble ykasaHus, B YaCTHOCTU ANS NEeKapCTBEHHbIX NPenaparoB, KOTOPLIE HE BbIAEPXKUBAIOT 3aMOPaXKUBa-
HWA. Micnonb3oBaHMe TEPMUHOB «XPaHEHUE B YCNOBUSAX OKPY>KaIOLLEN CPeabl» UMK «XpaHEHUE Npu KOMHaT-
HOW TemnepaTtype» He NpUuemnemsl.

Takum oBpasom, AOIKHA CyLLECTBOBATb NPAMAas CBSA3b MeXAy ykaszaHueM 00 yCroBUSX XpaHEeHUsi B
MapKMPOBKE U YCTAHOBMNEHHON CTabuNbHOCTbLIO NEeKAPCTBEHHOrO nNpenapara. Ha aTukeTke ynakoBku crneayet
yKa3blBaTb 4aTy UCTEYEHUS CPOKA FOAHOCTHU.

3 TepMUHbI

MpuBoAMMbBIE Aanee onpeaeneHus NpeacTaBneHb! A4S yydLleHUs MHTEPNPETALMKN PYKOBOACTBA (Npu-
BefleHbl B andaBUTHOM MOPSIAKE PYCCKOTO si3bIKa).
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BanaHc Macc (mass balance)

MeToa CrOXEeHWS 3HaYeHW KONUYECTBEHHOO coAepXKaHWs U CofepXKaHus NPOAYKTOB
pasnoXeHus ans onpefeneHns cTeneHn coBnageHns nonyydyeHHon cymmel ¢ 100 % ot
MCXOAHOMO 3HaYeHWs C y4eTOM LOMNYCTUMOI OLUMOBKU aHarnMTUYecKoi MeToaMKM

BpakeTuHr (bracketing)

Ocobblil NnaH nccrneaoBaHnsa cTabunbHOCTH, NPY KOTOPOM UCTLITAHUAM B MONTHOM 06b-
eMe (Kak B cTaHAapTHOM MnaHe) nogBepratoTcs Tofbko obpaslbl ¢ KpaihHUMKU B psaay
3Ha4YeHUAMM BbIGPaHHbLIX MPW NaHUPOBaHUM UCCREAO0BaHUA NapamMeTpoB (HanpuMep,
[l03UpOBKa, pasmep ynakosku). [pu nNnaHupoBaHUW UCCNEAOBaHUS, TakuM o6pasom,
npeanonaraeTcs, YTo cTabunbHOCTL 06pa3sLoB C MPOMEXYTOUHBIMU 3HAYEHUSMU Napa-
MeTpoB OygeT npeacTaeneHa cTabunbHOCTHI0 06pa3sLoB C KpaiHUMU 3Ha4eHUAMK. Bpa-
KETUHI NPUMEHUM ANS NnaHa UCCNefoBaHnsa cTabunbHOCTU Npenapara ¢ pasnu4HbIMU
[l031pOBKaMK, ecrni UX COCTaB UOEHTUYEH (MponopLMOoHaneH) unu oTIM4aeTca HesHa-
YuTenbHO (HanpuMep, Ans TabrneTok pasnuYHOR Macchl, U3roTOBMEHHBLIX U3 OfHOro U
TOrO Xe UCXOAHOro rpaHynaATa, Unu Ansa psaga kancyn ¢ obonoykamm pasHelx pasmMepos,
COflepPXMMOE KOTOPbIX UMEET O4UH U TOT Xe COCTaB, HO pa3Hyto Maccy). BpSKeTUHr Mo-
XeT BbITb NPUMEHEH ANA NekapCTBEHHOro Npenaparta ¢ pasnuYHbIM pasmMepoM nepsuy-
HbIX YNaKoBOK UMW C pasnuyHbIM 06beMOM HaMoMHEHWs, ecnu MaTepuan NepBuU-HoO
yNaKkoBKU U TN YKYMOPKW OfQUHAKOBBI

BcnomoraTtensHoe
(excipient)

BelecTBO

Bce BelyecTBa, cofepxallecs B NekapcTBeHHON opme, 3a uckrtodeHnem dapma-
LieBTUYecKo cybeTaHumu

[Jata ucteyeHuUs cpoka rogHocTu
(expiration date)

[aTa, HaHeceHHan Ha STUKETKe NepBUYHOI YNaKOBKW NekapCTBEHHOro npenapara, U
o6o3HavatoLas MOMEHT BpeMeHH, A0 HaCTYMNEHUsI KOTOPOro cepusi npenapara Aosk-
Ha COOTBETCTBOBaTb CrieLduKaLMu Ha CPOK FOAHOCTU NPU YCIIOBUM XpaHeHUs1 B yKa-
3aHHbIX YCIOBUSIX M MOCHe HacTyNeHUs KOTOPOro NCNOSb30BaTLCS He JOIKHa

[aTta ucteyeHusa cpoka ucnonbe-
3oBaHuA (re-test date)

[Hata, no HacTynneHuto KoTopoi obpasupl dhapmaueBTUYecKoid cyGCTaHLMN A OMKHbI
NOABEPrHYTECA WCMbITaHUAM, MNOATBEPAUTL COOTBETCTBUE NpoaykTa TpeboBaHWUAM
cneLmduKaLun U COOTBETCTBEHHO NPUrOAHOCTL CYGCTaHLMKM K UCTIONB30BaHWIo B Npo-
“3BOJCTBE COOTBETCTBYIOLWLEro NeKkapCcTBEHHOro npenapara

OnuTenbHble
(long term testing)

nccnenoBaHnA

McenegoBanns cTabUNBHOCTU NPU PEKOMEHAOBAHHBIX YCMOBUAX XPaHEHUs], npeano-
KEHHbBIX (M YTBEPXAEHHLIX) ANSA YKa3aHUs B MApKUPOBKE Ha NepUoA Cpoka UCMonb3o-
BaHMS UMK cpoKa XpaHeHus

JononHutenbHble AaHHble Mo
cTabunbHocTU (supporting data)

Hpyrve faHHble, NonyyYeHHbIe He B paMKax permcTpaLuoHHbIx (hopManbHbIX) uccnego-
BaHUI CTAabUNLHOCTM U NpeACcTaBnsoLMe A0NOMHUTENBHYO HOpMaLUIo 06 aHanuTu-
YeCKMX METOAUKaX, 3asBlTEeHHOM CPOKe UCTONb30BaHUA UK CPOKe rogHOCTU.

Takue flaHHble BKIOYALOT:

(1) AaHHblE 0 cTabunbHOCTM cepuii hapmaleBTUYeckoil cybcTaHUMn Ha cTagun pas-
paboTku MeETOA0B CMHTE3a, NabopaTopHbIX (Manbix 06LEMOB) cepuii MaTepuanos, JKC-
NnepuMeHTanbHbLIX COCTaBOB Mpenapara, He 3asBleHHbIX B PerucTpayuoHHOM JOCbe,
CXOAHbIX COCTaBOB, MPOAYKTOB, MOMELLEHHBIX B YMAKOBKY C YKYNOPOYHBLIMU CpefcTBa-
MU, OTITMYAIOLLUMUCS OT 3anBNEHHLIX B perucTpaLMoHHOM JOChe;

(2) uHdopmMaLmio B OTHOLLIEHWW UCTIBITAHWIA YNIaKOBKY,

(3) Apyrve HayuHble 060CHOBaHUA

Honyckun Ha ycrnoBua xpaHeHus
(storage condition tolerances)

Mpuemnemble konebaHUA TemnepaTypbl M OTHOCWUTENBHOWA BrRaXHocTU B kamepax/
NOMELLEHUAX AN XpaHEHUA NpU PerucTpauMoHHbIX (popMarbHbIX) UccrieoBaHUsX
crabunsHocTu. O6opyaoBaHUE AOMKHO UMETL CNOCOBHOCTL NOAAEPKUBATL KOHTPOMNK-
pyeMble YCIIOBUSI XpaHEHUA B NpeAerax, ykasaHHbIX B HacTosileM cTaHfapte. B xoge
uccnefoBaHusi JOMmKeH GbiTb OCYLWECTBNEH MOHUTOPUHI haKTUYECKON TeMnepaTypel
U BMaXHOCTU (ECTIM KOHTPONUpYEeTCs) Npu XpaHeHun. KpaTKoBpeMeHHble peskue Ko-
ne6aHus BcrieACTBUE OTKpLIBAHWA ABepeil 06opyaoBaHUsA/XpaHUNULLA NPUHUMAIOTCS
KaK HeusbexHble. BrinsiHne OTKNOHEHWIA OT yKasaHHbIX YCIOBUI B pesyrkrare oTkasa
060opyi0BaHUSA JOMKHO BbITb N3y4YEeHO 3asiBUTENEM U BKITIOYEHO B OTYET, €CU STO MOr-
10 NOBNUATL Ha pe3ynbTaThl uccneoBaHus. OTKIOHeHUs, NpeBbILLaloLLyUe B TedeHue
Gonee 24 4 ykaszaHHblE JONYCKW, AOMKHBI GbITh ONMcaHbl B oTYeTe 06 UcCrefoBaHum ¢
yKasaHWeM OLEHKW UX BANAHUA

KnuMaTtuueckne 30Hbl (climatic
zones)

UeTblpe 30HBI B MUpE, onpeaeneHHble UCXO0A U3 NMpeBariupyoLLMX B HUX B TEYEHWUE FroAa
XapaKTepHbIX KNMMaTU4ecKux ycnosuin. Mapagurma ocHoBaHa Ha KOHLENUWUWU, Npearso-
XeHHoW B. NpummMom (Drugs made in Germany, 28:196-202, 1985 and 29:39-47, 1986)
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NekapctBeHHasa dopma (dosage
form)

KaTeropusi nekapcTBeHHOro npenapara (Hanpumep, TabrneTku, Karncyrbl, pacTBOpbI,
KpeMbl), KOTOPbLIiA CORepXUT hapMaLIEBTUYECKYIO CyGCTaHLMIO U, Kak NpaBuno, HO He
06s3aTenbHO, BCOMoraTenbHbIe BellecTsa

NekapcTBeHHbI Npenapat (drug
product)

JlekapcTBeHHast ¢opMa B KOHEYHON MEPBUYHOIN YMakoBKe, NpefgHasHadeHHOW Ans
npoaaxu

HenpoHuuaemasn ynakoBka
(impermeable containers)

KoHTeiiHepbl, obecneunsatowme HenpepbiBHLIA Gapbep, NPENSATCTBYIOWMIA NPOXOX-
JIEHUIO ra3oB UK pacTBOpUTENei, HanpUMep repMeTUYHBIE antoMUHWEBLIE TyBbl ANs
MAMKUX NEKapCTBEHHbIX NpenaparToB, 3anasHHbIEe CTeKNAHHbIE aMNynbl ANS pacTBOPOB

HoBoe pelicTByloLlee BelecTBO
(new molecular entity)

HeiictBylollee chapmaLeBTUYeCKOe BeLLECTBO, KOTOpOe paHee He Gbifio BKMIOYEHO B
cocTaB ONpefenieHHOro NeKapcTBeHHOro npenapara, 3aperucTpupoBaHHOrO COOTBET-
CTBYIOLLIUM HaLMOHaNbHbIM/PErmoHanbHLIM PErynsTopHLIM OpraHoM. B pamkax gaHHoro
pyKoBOACTBa HOBasn Cofb, 3hUp UNM NPOU3BOAHOE (C HEKOBANEHTHOW CBA3bLIO) paspe-
LLIEHHOrO ANA NPUMEHEHNA AENCTBYIOLLEro BELLEeCTBa CHUTAETCA HOBLIM AEWUCTBYIOLUM
BeLLecTBOM, TpebyioWwmuM UCNbITaHUA cTabunbHOCTH

OnbiTHaA cepua (primary batch)

Cepusa papmaneBTUHECKOIA cybCcTaHLMKM UK NekapCTBEHHOTO Npenapara, BKoYeHHas
B peructpauuoHHele (hopmarbHble) UccrneqoBaHua CTabunbHOCTU, AaHHbIE O KOTOPbIX
BKITIOYEH bl B PErncTpaLmoHHoe oCcbe ANS YCTaHOBREHWUS CPOKa MCNOSIb30BaH WA WU CPo-
Ka XpaHeHUA cooTBETCTBEHHO. OnbITHaa cepus dpapmaLesTu4eckon cybcTaHumm AonxkHa
6bITb, NO MEHbLUEN Mepe, ONbITHO-NPOMBLILLIIEHHOrO MacwTaba. Ans uccneaoBaHuii cTa-
6UNbHOCTU NekapCcTBEHHOro Npenaparta ABe U3 TPex cepuit AOMKHbI ObITb, Kak MUHUMYM,
ONbITHO-NPOMBILLMEHHOro MaclTaba, a TpeTb MOXET ObiTb MEHbLUEro pasMepa, ecru
OHa ABNAETCA penpe3eHTaTUBHON B OTHOLLEHUN KpUTUYECKUX CTaguii nponasogcTea. Of-
HaKO OMbITHO cepUen MOXET ABMATLCA U CEPUS NPOMBILLNEHHOrO MacluTaba

OnbITHO-NPOMBILLNEHHAA Ccepus
(pilot scale batch)

Cepua hapmaLeBTUHECKOR CyBGCTaHLMKU UK NeKapcTBEHHOro Npenapara, NpouseseH-
Hasi Mo TEXHOMOrMK, NONHOCTLIO PENPEe3eHTaTMBHON U UMUTUPYIOLLEH NPOU3BOACTBEH-
HbIA MpoLiece, KOTOpLIA GyAeT OCyLEeCTBAATLCA NPU BbINYCKE CepUiAi NPOMBILLNEHHOIO
macwTaba. Pasmep onbITHO-NMPOMBILLINIEHHOR Cepum TBEpAbLIX NEKapCTBEHHbIX POpM ANs
npueMa BHYTPb COCTaBMSAET Kak MUHUMYM OfiHY AECATYIO CepUU NPOMBILLNEHHOrO Mac-
wraba unm 100000 TabreTok/kancyrn, B 3aBUCUMOCTU OT TOrO, Kakas BenuynHa Gonblue

BpemeHHolA MHTepBa, B Te4eHWe KOTOporo thapmaleBTudeckast cyGCTaHUMs J0IDKHA COOT-
BETCTBOBaTb creLmduKauMm 1, criefoBaTensHo, MOXET UCTONL30BaTLCs B NPOM3BOACTBE
COOTBETCTBYIOLLIEro NeKapcTBEHHOro npenapara npyu XpaHeHWU B YCTaHOBNEHHbLIX YCNOBU-
ax. Mo uctedeHun aroro nepuoga cepusi hapmMaLeBTUYECKON cyGecTaHLmK, NpeaHasHaqeH-
Has AN UCToNb30BaHWS MPW MNPOW3BOACTBE NeKapCTBEHHOro npenapara, AomkHa ObiTb
MOBTOPHO MOABEPrHyTa KOHTPOMIO Ha COOTBETCTBME CrELMMUKALMM U 3aTeM Hesameanu-
TenbHO ucnonb3osaHa. Cepusa hapmaLieBTUHecKoi cybGcTaHLmMn MOXET ObITb NnoaBeprHyTa
MePEKOHTPOITI0 MHOMOKPATHO; MNoka cepus OyAeT COOTBETCTBOBATh crieLmdukaLmn nocne
KabK,oro nepeKkoHTPOrsi, MOXHO MCMonL30BaTh B NMPOU3BOACTBE €€ OMpeAeneHHyio YacTb.
Ana GonblUMHCTBA W3BECTHBIX HeCTabunbHbIX Guonormyecknx/GuotexHonorndeckux cy6-
cTaHUii 6onee LienecoobpasHo yCTaHaBNMBaTL CPOK XPaHEHMS], YEM CPOK UCNONb30BaHUS.
370 e MoXeT BbiTb CrpaBenNUBO U NSt HEKOTOPLIX aHTUOUOTUKOB

Cpok ucnonbsoBaHus (re-test
period)
MonynpoHnuaemas  ynakoska

(semi-permeable containers)

KoHTellHephbl, KOTOpble NO3BONSAIOT NPOHUKaTL pacTBopuTento (06bIYHO BOAE), HO npe-
MATCTBYHOT MnoTepe pacTBOPeHHOro BelllecTBa. MexaHu3M TpaHcropTa pacTBopuTens
COCTOUT B abcopbLnmn 04HO NOBEPXHOCTLIO KOHTelHepa, Anddy3un Yepes maTepuarn
KOHTeliHepa 1 gecopbunun pacTBOpUTENsI C APYroil NOBEPXHOCTU. TpaHCNOpT pacTBo-
puTens NpoucxoAuT B COOTBETCTBUM C rPaiMEHTOM napLuanbHoro aasneHuns. Mpumepsl
NoNyNpoOHULAEMON YNaKOBKU: MONMIMMEPHbIE MELLKA U MSAMKUEe MELLKM U3 NONUaTUNeHa
HU3KON NNOTHOCTU ANA NapeHTeparnbHbIX NliekapcTBEHHLIX NpenapaTtoB 6onbLlworo 06b-
eMa, a TaKkke amnynbl, GyTbINKKU U priakoHbl U3 MONMU3TUIIEHA HU3KOW NNOTHOCTU

MocTpoexune maTtpuu (matrixing)

Ocobblit NNaH nccnepoBaHns cTabuIbHOCTK, MPU KOTOPOM B YCTaHOBNEHHOW BPEMEHHOIA
TOYKe NoABepraloT UCNbITaHUAM BblGpaHHbIi Habop oT obLero konu4ecTBa BO3MOXHbIX
obpa3suoB Ansa Bcex koMOuHaumii dakTopoB. B nocnepyioweil BpeMeHHOW Touke
UCNbITAaHNMAM NoABepratloT Apyroi Habop obpasuoB Ans Bcex koMGUHayuii hakTopos.
Mpu NnaHnpoBaHUM UCcneoBaHUsl TakuM 0Bpa3soM NpeanonaraeTcs, YTo CTabunNbHOCTL
Kaxgoro Habopa WCMbITaHHbIX 06pa3UoB penpeseHTaTUBHa CTaBUNLHOCTM Beex
06pas3LoB B AaHHbI MOMEHT BpeMeHU. [JormkHbl BbITh onpefeneHsl pasnuuns oGpasyos
OAHOr0 W TOro Xe NeKapCTBEHHOro npenapara, yyuTbiBaloWwwWe, Hanpumep, pasHble
CepuK, pasHyto JO3NPOBKY, Pa3Hblii paaMep ynakoBKW OAUHAKOBOrO TUNa W, BO3MOXHO,
B HEKOTOPbIX CMy4asx pasHble yNnakoBOYHbIE CUCTEMBI
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MpoMexyTouHoe uccrneaoBaHue
(intermediate testing)

WUccnepoBaHus, nposogumMble npu Temnepatype 30 °C U OTHOCUTENbLHOW BNAXHOCTU
65 % v npeHasHaYeHHble AN YMEPEHHOTO NOBbLILLEHWUS CKOPOCTU XMMUYECKOro pasno-
XKEHUS UNu PUNYECKMX MSMEHEeHU hapmMaLeBTUYECKoN CyGeTaHLMM UK fekapcTBeH-
HOro npenapara, KOTopble NIIaHNPYETCA XpaHUTb NpU ANUTENbHBIX MCCIEA0BaHUAX NPU
TeMnepartype 25 °C

stability studies)

MpoMmblLLneHHas cepus || Cepus papmMaLieBTMHECKON cybcTaHLK Unn nekapcTBEHHOTO Npenapara, Npou3BeaeH-
(production batch) Hasi B NpoMBbILLIIeHHOM MacluTabe ¢ Mcnonb3oBaHWEM NPOU3BOACTBEHHOTO 060pyAoBa-
HUA U B NpON3BOACTBEHHOM KOMMJ1EKCe, KaK yKa3aHOo B pernctpallMOHHOM OChe
PeructpaumoHHble  (popmans- || AnUTenbHble U YCKOPEHHbIe (M MPOMEXYTOYHbIE) UCCNeA0BaHNA CTabUNBHOCTU ONbIT-
Hbie)  uccriefosakua  (formal (| Hbix cepui (UNKU cepuii B pamkax B3ITbIX 3asBuTeNeM 06a3aTensCTa) cornacHo Tpeby-

€MOMY NpOTOKOMNY UCCreAoBaHUi CTabUNBHOCTU, NPOBOAUMBIE C LIENbIO YCTAHOBNEHNS
Unu NoATBePXKAEHUS CpoKa UCNOMb3oBaHUA ANA dpapMaLeBTUYeckoi cybecTaHLmMn unm
CpoKa rofHOCTU AiNisi NNekapCTBEHHOTo Npenapara

Cepun B paMKkax o6asaTenscTBa
(commitment batches)

MpoMbiLUreHHble cepui hapMaLieBTUYECKO CyGCTaHLMU UnK NeKapcTBEHHOTO npena-
paTta, uccrnefjoBaHusi CTabUnsHOCTU KOTOPLIX HaYaTkl UK 3aBepLUeHbl Nocre perncTpa-
UMM B COOTBETCTBUU C 06513aTENLCTBOM, CAENAHHBIM B PErucTpaLMoHHOM 4OChe

Cneuudukauma (specification)

Cm. pykoBogctea ICH Q6A n Q6B

Cneyudukauma Ha Cpok xpaHe-
HUA (specification — Shelf life)

Habop cusndecknx, Xumudecknx, Guonorndeckux 1 MUKpOGUONOrMieckUX UCHbITaHUi
¥ HOPM (KPUTEPUEB NPUEMIIEMOCTH), KOTOPLIE ONPEAENSAIOT NPUrogHOCTU hapmaLes-
TU4ecKoi cybeTaHLMmM K NPOM3BOACTBY B TEYEHWE CPOKa UCNONbB3OBaHWUSA UITU KOTOPLIM
JOIMKEH COOTBETCTBOBATH JIeKapCTBEHHbI NpenaparT B Te4YeHWe cpoka rogHoCTu

Cneuucukauna npu  Bbinycke
(specification — Release)

Habop dusndecknx, Xummudecknx, bruonorniecknx 1 MUKPOGUONOrUYECKUX UCTIBITaHUM
¥ HOpM (KpUTEepMeB NPUEMMEMOCTU), KOTOPbLIE ONPEAENSIOT KaYeCTBO NEKapCTBEHHOTO
npenapara Ha MOMeHT ero Bbinycka B o6palyeHue

CpeaHss  KMHETUYecKan Tem-
neparypa (mean kinetic
temperature)

PaccuutanHasn TeMnepaTypa, Npu KOTOPOi (€Cnn ee NoAAEPXKNBAIOT B TEYEHUE onpefe-
NEeHHOro nepuofa BpeMeHun) obecrnevnBasTca Takoe Xe TennoBoe Bo3eUCTBME Ha fe-
KapcTBEHHOE BELLECTBO UMK NieKapCTBEHHLIW Npenapart, Kak BO3AeiCcTBME B AnanasoHe
6onee BbICOKUX UMK Bonee HU3KUX TemMnepaTyp B TEHEHUE 3KBUBAINIEHTHOrO 3afaHHOro
nepuofa. CpefiHASA KUHETUYecKas TemnepaTypa — BhllLe cpefiHeil apudMeTU4HecKon
TeMnepaTypbl ¥ pacCHUTLIBAETCA C YYETOM ypaBHeHUs AppeHuyca.

Mpu ycTaHOBNEeHUN CpefHeid KUHETMYecKoW TemnepaTypbl AN 3afaHHOro nepuoaa
MOXHO ucnone3oaTk hopmyny J.D. Haynes

CpoK roJHOCTU/CPOK XpaHeHuA
[shelf life (also referred to as
expiration dating period)]

BpeMeHHOI UHTepBan, B Te4eHUEe KOTOPOro NieKapCTBeHHbI npenapar gomKeH cooT-
BETCTBOBATb YTBEPXAEHHON cneLmduKaLmMmn Ha CPOK rofHOCTU NPU XPaHEHUN B YCIOBH-
X, yKa3aHHbIX Ha STUKETKE YNaKoBKy

CTpeccoBoe nccneaosaHue (ne-
KapcTBeHHbI npenapaT) Stress
testing (drug product)

WccnepoBaHus, NPpoBOAUMBIE AN OLEHKU BAWAHUS XECTKUX YCIOBUIA Ha fieKapcTBeH-
HbIl NpenapaT. Takne UCCMefoBaHUS BKIIOYAIOT MUCMbITaHWe poTocTabunbHOCTU (CM.
PykosogcTtBo ICH Q1B) 1 cneluansHble UCNbITAHUS A1A ONpeAeneHHbIX npenapaToB
(Hanpumep, [O3MPOBaHHBLIX UHrANATOPOB, KPEMOB, 3MYNECUN, OXMaXAeHHbIX BOAHBIX
KNI KUX NpenapaTos).

CtpeccoBoe uccriegosaHuve (cap-
MaLeBTu4yeckasn cyb6cTaHLmn)
stress testing (drug substance)

WcenepoBaHus, NpoBoAUMBIE ANSA BLISCHEHWUS CTabUNBHOCTU MOeKynbl (BHYTPeHHel
cTabunbHocTH), hapmaLeBTUdeckoit cybeTaHuun. Takue UCCNeAoBaHUs SBMAIOTCA Ya-
CTbHO CTpaTeruun paspaboTku W, Kak NpaBwuIio, NpoBoAsATCsA Npu Gornee HebnaronpusTHLIX
YCINOBUSIX, YEM YCIOBUS YCKOPEHHLIX UCCneoBaHuit

YnakoBka ¢ YKYNOpOYHbIMU
cpeacTBamu (container closure
system)

COBOKYMHOCTL KOMMOHEHTOB YNaKoBKW, KOTOpas COAEPXMUT MeKapcTBEHHY opMy U
obecreunsaeT ee 3alUTy. B Hee BKMIOYAOT KOMMOHEHTLI NEPBUYHON YNaKoBKM, a TakkKe
KOMMOHeHTbI BTOPUYHOW YNaKoBKMW, ecnu NocnejHss npejHasHadeHa Ans obecnedeHns
BOMOITHUTENBHON 3aLUThl eKapCTBEHHOO npenapara.

TepMUH «cUCTeMa yNakoBKY, YNakoBOYHas CUCTEMa» 3KBUBANEHTEH TEPMUHY «YyMaKoB-
Ka C yKynopOYHbIMU CpeACTBaMU»
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YckopeHHble nccrieAoBaHNA
(accelerated stability study)

WcecrnegoBaHusi, crinaHupoBaHHbie Takum o6pas3oM, YToGbl YBENUUYUTL CKOPOCTb XUMM-
YECKOro pasfoXeHUs UK (PU3NYECKOr0 U3MEHEHUS NeKapCTBEHHOro BellecTBa NMGo
NeKapCTBEHHOTO Npenapara nocpeacTBOM co3aaHnsi 0co6o HebraronpusTHLIX YCroBuiA
XpaHEHUs, U SBMSAOLMECH YacTbl PErUCTPaLMOHHBIX UCCNEAoBaHWii CTabUNBHOCTMY.
[aHHble TUX UccreqoBaHNii B LOMOHEHNE K pesyrstataM ANUTeNbHbIX UccregoBaHinii
CTabUIIbHOCTU MOTYT GbITb MCMOML30BaHbI AN OLEHKM Gonee oThaneHHbIX XUMUYECKUX
a(hPeKTOB B YCMOBUAX €CTECTBEHHOrO CTapeHUs, a Takke AN OLEHKU BIUAHUSA Kpa-
TKOBPEMEHHbIX OTKITOHEHWIA OT YCIIOBUIA XpaHeHUs!, yKkaszaHHbIX B MapKupoBKe, KOTOpble
MOTYT BO3HWKHYTb MpW TPaHCMOPTUPOBaHUMW. Pe3ynbTaThl YCKOPEHHBIX WCCRefoBaHui
He Bcerga no3BoMsAT NPOrHO3UPOBaTh (PU3NYECKNEe N3MEHEHUS

dapmMaLieBTUYecKan cybcTaHuma
(drug substance)

®apmauesTuyeckas cybetaHuyus (6e3 fobaBneHns BcnoMorartenbHbIX BELLECTB), KOTo-
pas MOXeT OblTb 3aTeM CMellaHa C BCMOMOraTenbHbIMKU BeLecTBamn AN NonyyYeHus
nekapcTBeHHON popMbl
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